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OFFICE OF CHEMICAL SAFETY
AND POLLIFION PREVENTION

MAY 14 2083

Ms Patri¢ia Sheehy

Intervet, Inc.

D/ B/A Merck Animal Health
556 Morris Avenue, S5-2145A
Summit, NJ 07901

Subject: Extension of the Deadline for Submission of Efficacy Data Required as a Condition of
Registration

EPA Reg. No. 68451-1
Deltamethrin 4% Collar

Your request dated May 8, 2013

Dear Ms. Sheehy:
We considered your request for an extension of the deadline for submission of the data listed below,
required as a condition of registration for the subject preduct under the Federal Insecticide, Fungicide,
and Rodenticide Act, as amended. Per your request, the deadline for submission of the subject data is
extended to December 15, 2013.

Anti-feedant /Repellency for Mosquitoes (Anopheles sp. & Aedes aegypti), as specified on the

Product Performance Data Evaluation Record (Sweeney, March 21, 2012) previously provided to

you.

Please note that if these conditions are not complied with, the registration will be subject to cancellation
in accordance with FIFRA section 6(e).

If you have any questions regarding this action, please contact Olga Qdiott at (703) 308-9369.

Product Manager 13
Insecticide Branch
Registraticn Division (7505P)
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Qdiott, OIga

From: Sheety, Patricia [patricia.sheshy@merck com]

Sent: Waednesday, May 08, 2013 2:48 PM

To: Qdiott, Olga

Subjéct: Extension Request for Submission of data to support Mosquito Claim

Attachments: EPA Approval Letter March 21 2012 pdf; Amblvomma -Mosquitoes REVIEW March 2012 pdf
Ms. Odiott;

T am so sorry we keep missing each other on the phone. As I mentioned in my voice mail on Tuesday May 7%,

EPA found our mosquito claims acceptable for our Deltamethrin 4% Collar provided we agreed to submit
additipnal data with the mosquito Genus Aedes (using de. aegypyti as the test species) and the mosquito Genus
Anopheles (suggest Anopheles quadrimaculatus as the test species but other species may be justified). This was
written up in the March 2012 DER.

We started working with outside contract labs last summer but due to space and scheduling with the labs and
the inability to obtain the required mosquito genus during the fall and winter months — we have only just been
able to initiate the required work.

At this time T would like to request EPA approval of an extension from the March 2013 due dats to Dec. 15,
2013. We have a contract signed with a Iahoratory and a schedule ot the study that confirms [ will have the
final report on or before the Dec. 15 2013 date requested.

Attached is a copy of the EPA letter and DER to which | am referring. We did not have the cover letter when
we starting looking at labs last summer and it was just now brought to my attention that while the DER was not
specific about a deadline the cover letter identified the March 2013 due date.

PN :

f‘%%iﬁil{"épei’ul that EPA can approve this request. 1 will be in the oflice throngh Thursday May 9 1 if you need
any further information. I will be out of the office on vacation returning Monday May 20th .

With kind regards

Trish

Regulatory Affairs
T {908) 473-3551
F. {808)473-55860

e-mail  patricia. sheehy@merck com

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. (One Merck Drive, Whitehouse Station,
New Jersey, USA 08889), and/or its affiliates Direct contact information
for:afftfiates is available at

hitp:/fwww.merck.com/contact/contacts.htinl) that may be confidential,
proprietary copyrighted andfor legally privileged. It is intended solely

for the use of the individual or entily named on thizs message. If you are
not the intended recipient, and have received this message in error,

please notify us immediately by reply e-mail and then delete it from

Your system.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINCTON, D.C. 26460

CGFFICE GF CHEYICAL SAFETY
AND POLLUTERS PREVENFION

WAR 21 2012

Ms. Heather R. Bjornson
Technology Sciences Group Inc.
1150 18™ Street, NW, Suite 1000
Washington, D.C. 20036

Subject: Label Amendment to Add Efficacy Claims

EPA Reg. No. 68451-1
Deltamethrin 4% Collar

Your Submission Dated October 31, 2012
Dear Ms. Bjornson;

The labeling referred to above and submitted in connection with registration under the Federal Insecticide,
Fungicide and Rodenticide Act (FIFRA), as amended, is acceptable subject to the comments listed below.

1. The mosquito claims are acceptable provided you agree to submit additional data (Guideline
810.3400), as specified on the enclosed Efficacy Review Memo (Sweeney, March 21, 2012) . Such
data should be submitied to the Agency by March 2013, one year from the date of this Memo,

2. Repellency claims for ticks are not acceptable based on the submitted data, therefore, delete the
claims throughout the Jabel.

Your release for shipment of the product bearing amended labeling constitutes acceptance of these
conditions. If these conditions are not complied with, the registration will be subject to cancellation in
accordance with FIFRA section 6(e}. A stamped copy of the label is enclesed for your records. Two (2)
copies of the final printed labeling must be submitted prior to releasing the product for shipment.

If you have questions regarding this action, please contact Olga Odiott at (703) 308-9369.

0ty

Mark Su

Product Manager i3
Insecticide Branch
Regisiration Division {7503P)

Enclosure



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

MAR 21 202

Ms. Heather R. Bjornson
Technology Sciences Group Inc.
1150 18% Street, NW, Suite 1000
Washington, .C. 20036

Subject: Label Amendment 1o Add Efficacy Claims

EPA Reg. No. 68451-1
Deltamethrin 4% Collar

Your Submission Dated Cetober 31, 2012
Dear Ms. Bjornson;

The labeling referred to above and submifted in connection with registration under the Federal Insecticide,
Fungicide and Rodenticide Act (FIFRA), a3 amended, is acceptable subject to the comments listed below,

1. The mosquiio claims are acceptable provided you agree to submit additional data {Guideline
810.3400), as specified on the enclosed Efficacy Review Memo (Sweeney, March 21, 2012) . Such
data should be submitied to the Agency by March 2013, one vear from the date of this Memo.

2. Repellency claims for ticks are not acceptable based on the submitted data, therefore, delete the
claims throughout the label. '

Your release for shipment of the product bearing amended labeling constitutes acceptance of these
conditions. If these conditions are not complied with, the registration will be subject to cancellation in
accordance with FIFRA scction 6(e). A stamped copy of the labcel is enclosed for yvour records. Two (2)
copies of the fina! printed labeling must be submitted prior to releasing the product for shipment,

If you have questions regarding this action, please contact Olga Odiott at (703) 308-9369.

siru:czg)ﬁ.’f?éft Wq}q

Mark Sua;

Product Manager 13
Insecticide Branch
Registration Division (7505F)

Enclosure



Deltamethrin 4% Collar page:  lol 3
PA Rey, Wo: 6845]-1 revision date:  10-25-11

DELTAMETHRIN 4% COLLAR
FLEA & TICK COLLAR FOR DOGS

Alternate Brand Namcs:

SCALIBOR® Flea and Tick Collar for Dogs SCALIBOR® Collar with Deltamethrin
SCALIBOR® Flea & Tick Collar for Dogs SCALIBOR® Collar with 4% Deltamethrin
SCALIBOR® Dog Collar for Flea and Tick Control _ SCALIBOR® Long Lasting Collar for Dogs
SCALIBOR® Dog Collar for Flea & Tick Control. SCALIBOR® Fuli Season Collar for Dogs
SCALIBOR® Dehamethrin Coltar for Dogs SCALIBOR® Collar for Dogs
SCALIBOR® 6-Month Collar for Dogs SCALIBOR® Protector Band for Dogs
SCALIBOR® 6-Month Flea and Tick Collar for Dogs
SCALIBOR® &-Mounth Flea & Tick Collar for Dogs ACCEFTED
_ with COMMENTS

SCALIBOR® Six Month Collar for Dogs iy BPA %ett&rgii)éam
SCALIBOR® Six Month Flea and Tick Collar for Dogs Uncirr i kqﬂ‘cé'ﬂli gnmﬁcide
SCALIBOR® Six Month Flea & Tick Collar for Dogs o Smended, Tor the peatioide

registeved nntey EPA Reg. No.

eX4S i

ACTIVE INGREDIENT: Percentage by Weight
Deltamethsin ... 4.0%
INERY INGRJ:DI!;\IT‘: v 96.0%
Total 100.0%

CAUTION: Do Not Let Children Play With This Cellar

See Insert or Side Panel for additional Precautionary Statements
See Back for additional Precautionary Statements

Adjustable — One Size Fits All

EPA Reg No. 68451-1 EPA Est. No. 68451-FRA-] NET CONTENFS: 1 Collar
NET WT. 0.002

Intervet Inc {(d/b/a Merck Animal Health) oo :

Surmmit, NJ 0790]

Product of France



Deltamethrin 4% Collar page:
EPA Reg. No: 68451-1 revision date;
READ ENTIRE LABEL BEFORE EACH USE
USE ONLY ON DOGS

Deltamethrin 4% Collar provides full season, up to 6 months protection against fleas and ticks

PRECAUTIONARY STATEMENTS
Hazards €0 Humans and Domestic Apimals

CAUTION:
Po not open protective pouch until ready to use. Do not let children play with this collar.

Harmful if swallowed or absorbed through skin. Causes moderate eye irritation. Avoid contact
wilh skin, eyes, or clothing. Wash thoroughly with soap and water after handling.

Do not use on puppies under 12 weeks. Consult a velerinarian before using this product on
debilitated, aged, pregnant, medicated, or nursing animals, Seasitivities may oceur afier using
ANY pesticrde products for pets, If signs of sensitivity ocewr, remove collar and bathe your pet
with mild soap and rinse with large amounts of water. 1f signs continue, consult a veterinarian
immediately,

This collar is intended for use only as an insecticide generator and is not to be taken internally by

man or animals. Applying other pesticides on the dog may not be necessary while the collar is
heng worn.

2o0f 5
{0-25.1

FIRST AID

If swallowed | o Call poison control center or doctor immediately for treatment
advice,

» Have person sip a glass of water if able to swallow,

= [o not induce vomiting unless wold to do so by the poison control
center ot doctor.

* Do not give anything by mouth 1o an Unconscicus person.

If on skin or

Take off contaminated clothing,

clothing s Rinse skin immediately with plenty of water for 15 - 20 minutes.
¢ Call a poison control center or doctor for treatment advice.

If in eyes s Hold eye open and rinse slowly and gently with water for 15— 20
minutes. .

* Remove contact lenses, if present, after the first § minutes, th:,n )
continue rinsing eye. ‘ ) cre
e Call a peison contral center ar doctor for treatment gdv TCt

[N

For incidents involving ANIMALS, call 1-800-224-5318] EST between “he hourq 01

4

For incidents invelving HUMANS, eall 1-800-680-9205 i'

xxx and xxx. Evenings and week-ends call 800-345-4735.. . .. oot
Have the product container or label with you when calling a poison control c»ntcr or aoctor
or going for treatment feves

I t
CE b E g

1



Deltamethrin 4% Collar page:
FEPA Reg, No: 684511 revision date:

DIRECTIONS FOR USE: ltis a violation of Federal law to use this product in a manner
inconsistent with its labeling.

Wipc the collar with a damp cloth prior to application. Place the collar around dog’s neck,
buckle and adjust for proper fit. Cut off approximately 2 inches from the buckle and dispose
of excess length by wrapping 1n newspaper and placing in trash. The collar must be worn
logsely so that twe fingers may be placed between collar and dog’s neck. Maxiimum
elfectiveness may not occur for 2-3 weeks after collar placement. Living and rest areas of pet
must alse be treated with appropriate pest control measures to ensure control of pests. Wetting
wiil not impair the collar’s effectiveness or the pet’s protection. I the dog goes swimming or
is out 1o the rain, it is not necessary to remove the collar. Dehamethrin 4% Collar may be used
in addition to a lead or constramt collar. Use only one Deltamethrin 4% Collar at a time. This
collar should be worn contingously. Reapply a new collar every 6 months,

STORAGE AND DISPOSAL
Do not contaminate water, focd, or feed by storage and disposal

Pesticide Storage: Store this product in a cool, dry place away from children and pets.
Pesticide and Container Disposal: Do not reuse container or used coliar. Dispose of in trash.

Jof 5§
10-25-H1

Part No, xxxxx Untversal Product Code Number (Bar Code}

Product of France



Deltamethrin 4% Collar page:
EPA Reg. No: 68451-1 revision date:

OPTIONAL/ALTERNATE LABEL TEXT

Deltamethrin 4% Collar, containing deltamethrin insecticide, has been specially formulated using
patented insecticide-release technology.

Fleas (Ctenccephalides sp.j on the dog will be killed and those present in the dog’s environment that
may infest your pet will be kilied.

Collar will kill and repel ticks for up to 6 months including: L.one Star tick (dmblyomma americamany),
Brown dog tick (Rhipicephalus sanguineus), American dog tick (Dermacentor variabilis), and deer
ticks {{xodes scapularis and fxodes pacificus) which may carry the Lyme discase.

Kills fleas and ticks for up to 6 months

Long lasting protection for up to 6 months

Protects your dog from (fleas) and (ticks) for up to 6 months

Continugus protection

Kills ticks (including decer ticks which may transmit Lyme disease)

Kills ticks (which may transmit Rocky Mountain Spotted Fever)

4of 5
10-25-11

Kills ticks (which may transmit anaplasmosis, babesiosis, ehrlichiosis, tularemia, Lyme disease and Southern Tick-

Associated Rash [liness (STARI)

(Deltamethrin 4% Collar) (alternate brand name) may be useful for dogs susceptible to Flea Allergy Dermatitis

(FAD)

(Deltamethrin 4% Collar) (alternate brand namc) kills fleas thal may causc Flea Allergy Dermatitis (FAD)

(Deltamethrin 4% Collar) (alternate brand name) kills flcas that may cause anemia.
(Deltamethrin 4% Collar) (alternate brand name} kills fleas that may transmit bartonetlosis.

(Deltamethrin 4% Collar) {alternate brand name) kills fleas that may transmit tapeworms.

The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder known as flea allergy
dermatitis (FAD). (Deltamethrin 4% Collar) (alternate brand name kills fleas and may reduce the iMtidéice of FAD

(Deltamethrin 4% Collar) {altcrnate brand name) kills ticks that may transmit babesiogiss v ¢! EASE
(Dcltamethrin 4% Collar) (alternate brand namc} kills ticks that may transmit anaplasmuosis: ¢ ¢ Y ;
e cos e

Patented insecticide-release technology ciyne

Wetting will not impair the collar’s effectiveness or the pet’s protection



Deltamethrin 4% Collar page:
EPA Reg. No: 68451-1 revision date:

OPTIONAL/ALTERNATE LABEL TEXT {cont’d)

Not affected by water
Water resistant

Repels mosquitoes for up to six months.
Reduces mosquito bites for up to six months.
Reduces blood feeding by mosquitoes for up to six months.

Protects against mosquito bites for up to six months.

S5of 5
10-25-11



WASHINGTON, D.C. 260

QFFICEOF
CHEMICAL SAFETY AND
FOLLETION PRIVENTION

MEMORANDUM:

To: Qlga Odiott

From: Kevin Sweeney, Senior Entomologist

Date: March 21, 2012
Subject: PRODUCT PERFORMANCE DATA EVALUATION RECORD

DP barcode: 396233

Decision no.: 457672

Submission no: 906189

Action code: R340

Product Name: Deltamethrin 4% Collar

EPA Reg. No or File Symbol: 68451-1

Formulation Type: RTU dog collar

Ingredients statement from the label with PC codes included: 4% deltamethrin {(w/w) (PC
code: (197805)

Use patiern: dog collar for use against fleas, ticks and mosquitoes

Application rates of product/active ingredient: RTU dog collar with claims of 6 months
longevity '

OCSPP Guideline §10.3300

1. Action Requested: Review two studies and the new product label. Registrant requests the
addition of the Lone star tick to the label and mosquite claims.

I1. Background: The subject product is a registered dog collar. The registrant submitted two
MRIDs in support of the subject amendment. One study evaluated the repeliency and kill
efficacy of the collar against Lone star ticks and fleas. The second study assessed the anti-feedant
properties against one adult mosquito species, Culex pipiens pipiens.



II1. Study reviews:

I. MRID 48646602 Hair, J.A. 201 1. Efficacy and Repeliency of Scalibor Collar for the
Prevention of Tick (Amblyomma americanumy) and Flea (Clenocephalides felis) on Dogs.

This study was done in accordance with GLP except that fed and water sample testing for
pesticides was not done according to GLP and the testing facility did not have the staff to
oversee the work of the study director because it was a small business,

Purpose: To assess the subject product for: 1) kill efficacy of the against Lone Star ticks and
{leas; and 2) the repelient activity against Lone Star ticks.

Materials and Methods:

Study location: Nu-Era Farms, 320 N. Range Road, Siillwater, OK 74075
Test substance: Scalibor collar - 4% (w/w) deltamethrin

Control substance: untreated placebo collar

Test companion animals: Beagle breed dogs from Nu-Farm dog colony. The 22 dogs used in
the study consisted of 11 maies and 11 females. Based on pre-study to evaluate tick infestation,
20 dogs were selected — 10 males and 10 females. All dogs had short-hair and ranged in age
from 4-7 years. During infestation each animal was housed in its own cage.

Test conditions: 62-97 F

Test species: Adult life stage of the Lone Star tick, Amblyomma americanum, and cat {lea
(Ctenocephalides felis). Study director presumed a sex ratio of 1:1 for the ticks.

Tick study experimental design: randomized complete block design with pre-treatment counts
as a blocking factor. The experimental unit (replicate) was a dog and there were two treatinents
{n= 10 for each}: a 4% deltamethrin dog collar treatment and untreated placebo control
treatment. Twenty-two dogs were screened for attractiveness 1o Lone Star ticks and the 20 most
attractive dogs were used in the study. There were ten randomly assigned blocks of two dogs
each and the treated dog in each block was also assigned at random.

Tick repellency evaluation: Dogs were exposed to 50 free ranging ticks placed in the chamber
with them for two hours. Tick repeliency was evaluated on days 23, 75, 13 and 187 post-
treaiment. Repellency was evaiuated for up to 48 hours post-exposure.

Tick efficacy evaluation: 50 ticks were placed in the chamber. Dogs were exposed 1o ticks in
the infestation chamber for 4 hours on days 14, 28, 56, 89, 118, 147 and 180. Efficacy was
evaluated at the end of a 48 hour period on days 16, 30, 58, 91, 120, 149 and 182.

For ticks, at least 25% of ticks had to attach to the control animals for the control and treated



results to be considered.

Flca experimental design: randomized complete block design with pre-treatment counts as a
blocking factor. The experimental unit was a dog and there were two treatments (n = 10 for
each); a 4% deltamethrin dog collar treatment and untreated placebo control treatment.

Flea efficacy evaluation: Dogs were infested with 100 newly emerged unfed fleas each on days
15,29,57,90,119, 148 and 181. Efficacy was evaluated over a 24 hour period on days 16, 30,
58, 91, 120, 149 and 182,

Data points reported:
e Tick efficacy: number of live ticks found on dogs at 48 hours post tick exposure.
o Tick repellency: number of ticks recovered in: the cage (live and dead) plus
number of unattached tick dead ticks on the dog.
e Flea efficacy: number of live fleas recovered from each dog at 24 hours post flea
exposure,

Data analysis: data were log transformed. A mixed linear model with repeated measures was
used to analyze the data. The repeated measures were treatment, day, and treatment*day as fixed
effects with block and block*treatment as random effects. Least square means were used for
means comparisons and back transformed to obtain geometric means. A Kenward-Roger’s
adjustment was used to determine the denominator degree of freedom for hypothesis. Akaike’s
Information Criterion { AIC) was used as the criterion to select the covariance structure for
repeated measures. SAS 9.1.3 was used. The level of significance was p < 0.03

Major deviations: There were 4 amendments listed in the study and three deviations. In
addition, dog collar attachment was reported in the results but collar replacement not listed as a
deviation from the protocol. Dog collars were removed and replaced on many treated and
untreated dogs due to irritation or breakage from trving to scratch them off. The study does not
discuss the effect of these changes on study results or tongevity of efficacy. The dates of collar
change were not reported.  Per the Agency’s request, Intervet has agreed to amend the study to
discuss this issue. The registrant explained by personal conumunication that in nearly every case
the same collar was used as a replacement and that the collar replacement did not impact study
results,

Results:

Following tick infestations, not all ticks were recovered at the end of the exposure and evaluation
periods. The tick attachment rate in the study for the untreated control dogs ranged from 31-
40%.

Tick efficacy:
» Untreated control dogs had infestation rates of 28-54%. This translated into a
mean of 14-28 ticks per dog from the 50 ticks used to infest the chamber.



o Tick kill on dogs was 98.5% or higher through 6 months

Flea efficacy:

e Untreated control dogs had infestation rates of 62-72%. This translated into a
mean of 62-72 fleas per dog.
+ Flea kill on dogs was 99% through 6 months.

Tick repellency:

o Repellency was 80% or less during the course of the study.

Conclusions: The study is acceptable. The results support a six month kill ¢laim against
fleas and the Lone Star tick. The study does not support a repellency claim against ticks.

Comments on study conduct:

o Collar replacement shoukd be better documented and the effects on study results
described. This should also be reported as a deviation from the protocol.

s Live crawling ticks and attached ticks (live or dead) should be considered as not
repelled. Unattached dead ticks or ticks not on the animal but recovered in the
cage may be considered as repelied. EPA believes that any tick aftached to a dog
is not repelled.

2. MRID 48646601 Franc, M. 2004, A Pivotal Clinical Study to Assess the Anti-Feeding
Effect of Scalibor Protector Band (4% w/w deltamethrin) on Adult Female Mosquitoes
Culex pipiens pipiens on Dogs. (Nat. Veterinary School, Toulouse, France)

This is not a GLP study but conferms te Good Clinical Practice {(GCP).

Purpose: To assess the anti-feedant effects of a 4% deltamethrin dog collar (Scalibor) against
Cx. pipiens pipiens mosquitoes.

Materials and Methods

Study location: National Veterinary School, Dept. of Public Health, Deranatology-
Parasitology, Toulouse, France

Test substance: Scalibor collar- 4% (w/w) deliamethrin
Untreated contrel: No collar appeared to be used.
Test companion animals: Beagle dogs. The 20 dogs used in the study consisted of 8 males and

12 femnales. Based on a pre-study to evaluate attractiveness to mosquitoes, the dogs were ranked
in order of attraction. All dogs had short-hair and ranged in age from 3-4 years. During



maosquito exposure each antmal was sedated and placed in a room by itself. Treated and control
animals were placed in separate rooms during mosquite evaluations.

Test conditions: “environmentally controlled” with temperature, relative humidity and
photoperiod not reported in the study but retained on the raw data sheets.

Test species: Adult Cx. pipiens pipiens mosquitoes that were 1-4 weeks old. Mosquitoes were
not fed for at least 48 hours before exposure to dogs. The mosquito strain used was susceptible
to deltamethnin and adapted to feeding en dogs since this mosquito species usually prefers birds.

Experimental design: Randomized design and dogs were paired with another dog of equal
susceptibility to mosquitoes and assigned to treatments as described in the study (Sec 6.2 on page
7of 19). Testing was done in two parts, cach with 4 treated, 4 untreated and 2 reserve dogs (one
treated and one untreated) in each study part. Dogs were sedated during testing, placed ina
mosquite net structure in the room and exposed to 50 female mosquitoes for 1.5 hours, Dogs
were removed at the end of this time. After the dogs were removed, the mosquitoes were fed
sugar or honey water through 48 hours post-exposure. Mortality and blood feeding status were
assessed at 18-24 hours and at 48 hours exposure.

Data were pooled from replicates in each treatruent. Data points reported included: 1) live and
engorged mosquitoes; 2) live and unengorged; 3) dead and engorged; and 4) dead and
unencorged. The study was conducted for 27 weeks. Data points were reported from weekly
exposure intervals at weeks 1,24, 9, 13, 16, 20, 25, and 27.

Data analysis: The four data points were calculated for treated and untreated data. Treatment
and category means were compared.

Resulfs:

o Over 99% of the mosquitoes did not feed on the treated dogs.

o The deltamethrin treatments did result in mortality values of over 60% in the treatments
for most of the study weeks, However, dead mosquitoes were not engorged.

» Untreated control mortality was 2% or less throughout the study.

Conclusion: The study is acceptable. The results show that the 4% deltamethrin collar reduced
feeding by mosquitoes exposed to treated dogs and supports anti-feedant and repellency claims.
Data was only submitted for one mosquito species and conditional data should be required for
Aedes aegypti and an dnopheles sp. mosquitoes.



1V, Entomologist’s Recommendations:

1. The studies are acceptable. The registrant will amend MRID 48646602 to fully document
collar replacements and the lack of effect on study resuits.

2. The addition of the Lone Star tick and associated kill claims to the label are acceptable,
3. Tick repellency claims are not acceptable based on the data submitted for the Lone Star tick.

4. The mosquito claims listed on the label are acceptabie provided the registrant agrees to
conduct a study with the mosquito Genus Aedes, (using Ae. aegypti as the test species), and the
mosquito Genus Anopheles, (suggest Anopheles quadrimaculatus as the test species but other
species may be proposed and justified.)

5. The remaining label claims presented in this amendment together with past claims added by
notilication are acceptable.



Peltamethrin 4% Collar page: tof 5
EPA Reg. No: 68451-1 revision date:  14-25.11]

DELTAMETHRIN 4% COLLAR
FLEA & TICK COLLAR FOR DOGS

Alternate Brand Names:

SCALIBOR® Flea and Tick Collar for Dogs SCALIBOR® Collar with Deltamethrin
SCALIBOR® Flea & Tiek Collar for Dogs SCALIBOR® Collar with 4% Deltamethrin
SCALIBOR® Dog Collar for Flea and Tick Control SCALIBOR® Long Lasting Collar for Dogs
SCALIBOR® Dog Collar for Flea & Tick Control SCALIBOR® Full Season Collar for Dogs
SCALIBOR® Deltamethrin Collar for Dogs SCALIBOR® Collar for Dogs
SCALIBOR® 6-Month Collar for Dogs SCALIBOR® Protector Band for Dogs

SCALIBOR® 6-Month Flea and Tick Collar for Dogs
SCALIBOR® 6-Month Flea & Tick Collar for Dogs

SCALIBOR® Six Month Collar for Dogs
SCALIBOR® Six Month Flea and Tick Collar for Dogs
SCALIBOR® Six Month Flea & Tick Collar for Dogs

ACTIVE INGREDIENT: Pcreentage by Weight
Deltamethrin e 4.0%
INERT INGREDIENTS e 96.0%
Total 100.0%

CAUTION: Do Not Let Children Play With This Cellar

See Insert or Side Pane! for additional Precautionary Statemients
See Back for additional Precautionary Statements

Adjustable — One Size Fits All

- L8
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Deltamethrin 4% Collar page:
EPA Reg. No: 684511 revision date:

READ ENTIRLE LABEL BEFORE EACH USE
USE ONLY ON DOGS

Deltamethrin 4% Collar provides full season, up to 6 months protection against fleas and ticks

PRECAUTIONARY STATEMENTS
Hazards to Humans and Domestic Animals

CAUTION:
Do not open protective pouch until ready to use. Do not let children play with this collar

Harmtul if swallowed or absorbed through skin. Causes moderate eye Irritation. Avoid contact
with skin, eves, or clothing. Wash thoroughly with soap and water after handling.

Do not use on puppies under 12 weeks. Consult a veterinarian before using this product on
debilitated, aged, pregnant, medicated, or nursing animals, Sensitivities may occur after using
ANY pesticide products for pets. If signs of sensitivity occur, remove collar and bathe your pet
with mild soap and rinse with large amounts of water. 1f signs continue, consult a veterinarian
immediately.

20of 5
10-25-11

This collar is intended for use only as an insecticide generator and is not to be taken internally by

man or animals. Applying other pesticides on the dog may not be necessary while the collar is
being worn.

FIRST AID

H swallowed | e (all poison control center or doctor immediately for treatment
advice.

e Have person sip a glass of water if able to swallow,

e Do not induce vomiting unless told to do so by the poison control
center or doctor.

+ Do not give anything by mouth to an unconscious person.

If on skin or | s Take off contaminated clothing.

clothing e Rinse skin immediately with plenty of water for 15 — 20 minutes,
» Call a poison control center or doctor for treatment advice.

If in eves = [{old eye open and rinse slowly and gently with water for 15 - ’30 c
minutes. Lo
© Remove contact lenses, if present, after the first 5 minutes, ther |«
continue rinsing eye. S .

¢ Call a poison control center or doctor for treatment advme LT
For incidents involving HUMANS, call 1-800-680-9206 - o

For incidents involving ANIMALS, call 1-800-224-33181 EST between *}19 hour~ of
xxx and xxx. Evenings and week-ends call 800-345-4735 ¢ v

ca(

or going for treatment

0

Have the product container or label with you when calling a poison control center r-docter,

.



Deltamethrin 4% Collar page:
EPA Reg. No: 68451-1 revision date:

DIRECTIONS FOR USE: It is a violation of Federal law to use this product in a manner
inconsistent with its labeling.

Wipe the collar with 2 damp cloth prior to application. Place the collar around dog’s neck,
buckle and adjust for proper fit. Cut off approximately 2 inches from the buckle and dispose
of excess length by wrapping in newspaper and placing in trash. The collar must be worn
loosely so that two fingers may be placed between collar and dog’s neck. Maximum
effectiveness may not occur for 2-3 weeks after collar placernent. Living and rest areas of pet
must also be treated with appropriate pest control measures to ensure control of pests. Wetting
will not impair the collar’s effectiveness or the pet’s protection. If the dog goes swimming or
is out in the rain, it is not necessary to remove the collar, Deltamethrin 4% Collar may be used
in addition 1o a lead or constraint collar. Use only one Deltamethrin 4% Collar at a time. This
collar shoukd be worn continuously. Reapply a new collar every 6 months.

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage and disposal.

Pesticide Storage: Store this product in a cool, dry place away from children and pets.
Pesticide and Container Disposal: Da not reuse container or used collar. Dispase of in trash.

Jagf 5
10-25-11

Part No. xxxxx Universal Product Code Number (Bar Code)

Product of France
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Deltamethrin 4% Collar page: 4of 5
EPA Reg, No: 68451-1 revision date:  10-25-11

OPTIONAL/ALTERNATE LABEL TEXT

O

. Deltamethrin 4% Collar, containing deltamethrin insecticide, has been specially formulated using
patented insecticide-release technology.

[\ Fleas (Ctenvcephalides sp.) on the dog will be killed and those present in the dog’s environment that
may infest your pet will be killed.

Collar will kill ag cks for up to & months including: Lone Stac tick {dmblyomma americanuni),
Brown dog tick (Rhificephatus sanguineus), American dog tick (Dermacentor variabilis), and deer
ticks ({xodes scapularis and Ixodes pacificus) which may carry the Lyme disease.

Kills fleas and ticks for up to 6 months

Long lasting protection for up to 6 months

Proteets your dog from (ficas) and (licks) for up 10 6 months

Continuous protcetion

Kiffs ticks (including deer ticks which may transmit Lyme diszasc)

Kitls ticks (which may transmit Rocky Mountain Spotted Fever)

Kills ticks {which may transmit anaplasmosis, babesiosis, ¢hrlichiosis, tularcmia, Lyme disease and Scuthern Tick-
Associated Rash fllness (STARD

{Deltamethrin 4% Collar) (alternate brand name) may be useful for dogs susceptible to Flea Allergy Dermatitis
(FAD)

(Deltamethrin 4% Collar) (alternate brand name) kills fleas that may cause Flea Allergy Dermatitis (FAT)
(Deltamethrin 4% Collar) (altemaie brand name) kills fleas that may cause ancmia,

{Delamethrin 4% Collar) (alternate brand name) kills fleas that may transmit bartonellosts,

{Deltamethrin 4% Collar) (alternate brand name) kills tleas that may transmit tapeworms.

The successive feeding activity of fleas on dogs may elicit & hypersensitivity skin disorder knownvas flea allergy
dermatitis (FAD). (Delamethrin 4% Coliar} (alternate brand name kills fleas and may reduce the Erfi@i%ibnce of FAD

A AU -
{Deltamethrin 4% Collar) (alternate brand name) kills ticks that may fransmit bahesiosis. ¢ L
PRI A LAY 3 LA

{ Deltamethrin 4% Coifar) (alternate brand name) kills ticks that may transmit anaplasmosis.

Patented insecticide-release techuology

Wetting will not impair the coliar’s effectiveness or the pet’s protection .
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Delamethrin 4% Collar page:
EPA Reg. No: 68451-1 revision date:

OPTIONAL/ALTERNATE LABEL TEXT

Not affected by water

Water resistant

Repels mosquitoes for up to six months.

Reduces mosquito bites for up to six months.

Reduces blood feeding by mosquitoes for up to six months.

Protects against mosquito bites for up to six months.

PO SN 4
v .

R N S
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_, ; Page 1of2

Summary of Discussion/March 19 2012/Deltamethrin Collar Efficacy Study
. Sheehy, Patricia

to:

Kevin Sweeney

03/20/2012 04:45 PM

Ce:
"Heather Bjornson (HBjornsoni@ TSGUSA.COM)”
Hide Details

From: "Sheehy, Patricia” <patricia.sheehy/@merck.com™
To: Kevin Sweeney/DC/USEPA/US@EPA

Ce: "Heather Bjornson (HBjomson@ TSGUSA.COM)" <HBjornson@TSGUSA.COM>

Mr. Sweeney.

My apologies for getting this out to you so late today but as promised | am sending this communication to confirm
our discussion yesterday with regard to our efficacy submission for our Deltamethrin Collar, EPA Reg No 684511
(Ret. MRID48646602): Ffficacy and Repeliency of Scalibor Coltar for the Prevention of Tick (Amblyomma
amerticanum) and Flea {Clenocephalides felis} infestations in Dogs.

Your March 18, 2012 email {o Heather Bjornson indicated the following:

in this study, the director reported the reapplication of dog callars to the test animais {page 24), The study was
conducted for 6§ months but as described in Table 5 (Page 29) only two {reated dogs wore the original coliar
throughout the study. The rest of the treated dogs had coliars replaced from 2-4 times.

In table 8, the weight of the replaced coflar (ingluding residual pieces for fitling) is deducted from the weight of the
original collar and expressed as applied weight? Collars used as replacements wera not aged. Therefore, there is
some kind of assumption, which | don't understand, that the collars will release deltamethrin at the same rate
every day of the study. This seems unlikely at best because the temperature during the in-life phase of the study
varied by as much as 30 degrees F. Release rate from the collars and tick flea activity is iikely to be affected by
ambient temperature. The temp was not the same n the study and it should have been,

Qider Deltamethrin studies, previously reviewed by the Agency, have supported the 8-month efficacy duration of
this eollar. The reason the coliars were removed and replaced on the dogs is that these dogs were not used to
having collars on and as a result after initial application, tended to scraich the area so frequently some dogs the
collars came off their necks, In most cases the same collar was put back on the dog but in a few cases the dogs
actually broke the clasp and the collars had to be replaced.

Taking inte consideration what we know about the slow release of the material from the coltar, equilibrium of the
deltramethrin over the dogs body is maintained even if a new collar is applied. Previous studies on release of the
material show that release rate is dependent upon friction and environmental conditions.
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Page 2 of 2

PR

These dogs were kept in an indoor barn with fans and was designed more to ensure field conditions. The collars
were not aged. Again the release of material and spread over the dog's entire body being based on the amount of
friction and amount of material released and necessary to ensure equilibrium. As the material gels washed off,
additionat material is released from the collar. Qur assumption is not that the same amount of deltamethrin is
released at the same rate every day but rather deltamethrin is released as needed on a daily basis and can differ
from dog to dog.

| agree that our final study report could have provided more detall in addressing your questions. It is our intention
to provide an amended repart o EPA to ensure that clarification is provided and is documented to the points we
discussed yesterday.

Please let me know if you need any further clarification

With kind regards
Trish
Regulatory Affairs

T, (908)473-3551
F:  (908) 473-5560

e-mail.  patricia sheehy@merck.com

Notice: This e-mail message, together with any attachments, contains
information of Merck & Co., Inc. {One Merc¢k Drive, Whitehouse
Station,

New Jersey, USA (18889), and/or its affiliates Direct contact
information

for affiliates is available at

http://www.merck.com/contact /contacts.html) that may be confidential,
proprietary copyrighted and/or legally privileged. It is intended
solely

for the use of the individual or entity named on this message. If you
are

not the intended recipient, and have received this message in error,
please notify us immediately by reply e-mail and then delete it from
your system,

24
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. i L Decision # 457072

DATA PACKAGE BEAN SHEET DP #: {396235)

Date: 17-Nov-2011 PRIA
Page 1 of 2 Parent DP #:
Submission #: 906189
** * Registration Information * * * E-Sub#:
Registration: 68451-1 - DELTAMETHRIN 4% COLLAR
Company; 88451 - INTERVET INC
Risk Manager: RM 13 - Mark Suarez - {(703) 305-0120 Room# PY1 5-7246
Risk Manager Reviewer: Olga Odiett CODIOTT
Sent Date: B Calculated Due Date: 22-Mar-2012 Edited Due Date:
Type of Registration: Progduct Registration - Section 3 -
Action Desc: (R340} NON-FAST-TRACK {INCLUDES CHANGES TO PRECAUTIONARY LABEL STATEME
Ingredients: 097805, Deltamethrin{4%)
*** Data Package Information ** *
Expedite: () Yes @ No Date Sent; 17-Nov-2011 Due Back:
DP Ingredient: 047805, Deltamethrin
DP Title:
CSF Included: () Yes € No Label Included: @ Yes ) Ne Parent DP #:
Assigned To Date In Date Cut
Organization: RD /1B Last Possible Science Due Date: 21-Feb-2012
Team Name: Efficacy (1B} . e Science Due Date: -
Reviewer Name:! Sub Data Package Due Date:

Contractor Name:

** * Studies Sent for Review** *

Printed on Page 2

*** Additional Data Package for this Decision ***
No Additional Data Packages

*** Data Package Instructions * * *

Aftached for your review dat submitted to support adding label claims of efficagy for up to 6 months,
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DP#: (396235)

Page 2

* o * Studies Sent for Review " * ¥

Decision#: (457072)

48646601

48646602

Frane, M. {2004) A Pivotal Clinical Study to
Assess the Anthfeeding Effect of Scalibor
Protector Band (4% W/AW Deltameathring, on
Adult Fermnale Mosquitoes Culex pipiens, on
Dogs. Project Number; V/0183/0772,
Unpublished sludy prepared by National
Vaterinary institute. 79p.

Hair, J. {2011} Efficacy and Repellency of
Scalibor Coltar for the Prevention of Tick
{Ambiyomma americanum} and Flga
{Ctenccephalides felis) Infestations on Dogs.
Project Number: N10/D32/01. Unpublished
study prepared by Nu-Era Research Farms.
72p,

B10.3300/Treaiments fo contrel
pests of humans and pets

810.3300/Treatments to control
pests of humans and pets
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Memorandum

Date: W /o3 /U

To: Yyi (3 , Regulatory Manager

From: Information Services Branch, ITRMD

Y our receipt of this data submission is not an
indication that MRIDs for the enclosed studies have
been posted to GPPIN.

We expect that it will be approximately 5 days
from the above date before the study-level data is
available in OPPIN.

If you have any questions about this process,
please contact Teresa Downs (305-5363).

This is a: % fully accepted submission
partially accepted submission

_ rejected submission
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PRIA 2 — 21 Day Content Screen Review Worksheet

{(EPA/QPP Use Only)
3/23/09
21 Day Screen Start Date: 1O ~31- 1/
Experts In-Processing Signature: PIF Hanrnmsvrn Date_ M~/ /7 FeePaid: Yes _\/
Division management contacted on issues No Yes Date
EPA Reg. Number: (2) g L/S- ) - | EPA Receipt Date: JO - 31—/ {
e e o g temstPRe S S i Yes
1 Application Form (EPA Form 8570-1)link to form) signed & complete ‘
including package type X
Confidential Statement of Formula all boxes completed, form signed, and ><-
2 dated (EPA Form 8570-4) (Link to form)
a) Allinens {link to htip://www.epa.goviopprd00 L/inerts/), yes no
including fragrances, approved far the proposed uses (see
Foolnote A)
3 Certification with Respect to Citation of Data (EPA Form §570-34) (Link to |’
form) completed and signed (N/A if 100% repack) ><
Certificate and data matrix consistent l X
If applicant is relying on data that are compensable, is the offer yes | ue
to pay statement imcluded. (see Footnote B)
If applicable, is there a letter of Authorization for exclusive use only.
Formuilator’s Exemption Statement (EFPA Form 8570-27) (Link to form)
4 | completed and signed (N/A if source is unregistered or applicant owns the )S
technical)
Data Matrix (EPA Form 8570-35) (Link 10 form) both internal and external
copies (PR 98-3) (Link to PR 98-5) compieted and signed (N/A if 100%
repack)
s ves | no
a) Selective Method (Fee category experts 1s¢) >
b) Cite-All (Fee category experts use)
¢) Applicant owns all data (Fee category experts use)
5 Copies of Label (link to hitp://www.epa.gov/oppfeadliabeling/irm/)
6 ' (Electronic labels on CD are encouraged and guidance is available)( link to X
hitp://www.epa.gov/pesticides/regulating/registering/submissions/index.htmi#abels
)

29



Is the data package consistent with PR Notice 86-5 (link to PRN 86-5)

Notice of Filing (link to
hitp://www.epa.gov/pesticides/regulating/tolerance petitions.htm) included
with petitions (link to
htip://www.epa.gov/pesticides/regulating/tolerances.htm)

If applicable for conventional applications, reduced risk rationale (link to
hitp:/fwww.epa.gov/opprdl(1/workplan/reducedrisk.itil)

16

Required Data {link to
http://www.cpa.gov/pesticides/regulating/data_requirements.htm) and/or
data waivers. Sce Footnote C.

a) 1.ast study (or studies) not incladed with application

30




Comments:
Y

D necte’ e

i 'H;-("Q’QC{&»%@A ;S‘hjc)fe_g have. Pfx,‘;,_f;f:,cj REZ coview.

Inele s T Vie L.

] Dmguﬁ/&.{_’f}“{‘ct"{“{/}{\ ~ P"L‘}ﬁ

Vet

MR HREHES

* N/A —~ Not Applicable

Footnoies

A. During the 21 day initial content review, all CSFs will be reviewed to determine
whether all inerts listed, including fragrances, are approved for the proposed uses. If an
unapproved inert is identificd, the applicant must either 1) resolve the inert issue by, for
example, removing the inert, substituting it with an approved inert, submitting
documentation that EPA approved the inert for the proposed pesticidal uses, correcting
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3)
withdraw the application. Removing or substituting an inert ingredient will require a new
CSF and may require subrnission of data. All information, forms. data and
documentation resolving the mert issue must have been received by the Agency or the

application withdrawn wittdin the 21 day period, otherwise, the Avency will reject the

application as described below,

To successfully complete this aspect of the 21 day initial content screen, applicants are
strongly encouraged to verify that all inert ingredients have been approved for the
application’s uses even if a product is currently registered by consulting the incrt Web

3
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site [link to http://www.epa gov/opprd01/ineris/lists.htmi] and if the inert is not
appraved, 1o obtain the necessary inert approval prior (o submitting an application
to register a pesticide product containing that inert ingredient. Some inert
ingredients are no longer approved for food uscs or certain types of uses. The name
and/or CAS number on a2 CS¥ must match the name and CAS number on this web site.
Simple typographical errors in the name or CAS number have resulted in processing
delays.

If an inert is not listed on the inert ingredient web site and the applicant believes that the
inert has been approved, the applicant should contact the Inert Ingredient Assessment
Branch (1IAB) at inertshranch @epa.gov and resolve the issue. Copies of the
correspondence with ITAB resolving the issue should accompany the application. All
new incrts except PIP inerts are reviewed by IIAB. The IIAB should also be contacred
for any questions on what supporting data needs to be subrmitted for and the Agency’s
tnert review process. Questions on PIP inerts should be directed to the Chief of
Microbial Pesticides Branch [Link to

hup:/fwww.epa.govioppbppd 1 /biopesticides/contacts _bppd.hitm).

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF,
additional information such as an alternate name of the inert, CAS number or other
information [link to http://www.epa.gov/opprd0d1/inerts/tips. pdf] must aiso be included
lo enable the Agency 10 determine if it has been approved. Each component of an inert
mixture (including a fragrance) must be identified. In some cases, the supplier of the
mixture of fragrance may need to provide this information to the Agency. Prior to the
Agency’s receipt of an application, applicants must arrange with a proprietary mixture or
fragrance supplier to provide the component informaticn to the Agency or promptly upon
EPA’s request. If the inert ingredients in a proprietary blend (including fragrances)
cannot or are not identified or provided within the 21-day content review period, the
Agency will reject the application.

During the 21 day content review, applicants should submit information to the individual
identified by the Agency when the applicant is informed of an unapproved inert.

Unapproved Inerts Identified on CSFs

All applications except conventional new products and PIPs

Once an unapproved inert is identified on a CSF, the Agency will contact the
applicant with the following options:

I. Correct the application by, for instance, correcting the inen’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If this option is selected and implemented, the Agency may
request an extension in the PRIA decision review timeframe to accommodate
the inert review/approval process;

4
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3. Withdraw the application (thc Agency retains 25% of the full fec for the fee
category estimated); or

If none of these eptions is selected and implemented by the applicant within the
21 day content review period, the Agency will reject the application and retain

25% of the full fee of the category identified,

Conventional New Product Applications

When the Registration Division identifies an unapproved inert on a CSF with an
application for a new product that the applicant has not identified as requiring an
inert approval (R311, R312 or R313), it will contact the applicant with thc
following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing docomentation that the mert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data nceded for the Agency to approve the
unapproved iner, including any required petition to establish or amend a
tolerance or exemption from a tolerance. (This option may change the PRIA
categary for the application, which could require a longer decision review
time and a larger fee. 1f additional fees arc due, they must be received by the
Agency within the 21 day content review period.)

3. Withdraw the application (the Agency retains 25% of the full fee for the fee

category estimated); or

If none of the above options is selected and implemented during the 21-day
content-review period, the Agency will reject the application and retain 253% of
the appropriate fec for the new product-inert approval category.

PIP Applicaticns

When the Biopesticide and Pollution Prevention Division identifies an
unapproved ineri on a PIP CSF and a request 1o approve the inert does not
accompany the application, it will contact the applicant with the following
options:

1. Correct the application by, for instance, comrecting the speliing or name of the
inert to that in 40 CFR 174, or providing documentation that the inert has been
approved; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If an inert ingredicnt tolerance exemption petition is
required, the petition must be received by the Agency and the B903 fee paid
within the 21 day period. If this option is selected and implemented, the
Agency will discuss harmonizing the timeframe for both actions.

3
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated), or

If none of the above options is selected and implemented during the 21 day
content review period, the Agency will reject the appiication and retain 25% of
the fee.

B. A policy on documentation of offers to pay is still being developed, however, for a
me-too or fast track (similar/identical) new product, R300 or A530, an application
without the necessary authorizations of offers to pay will be placed into either R331 or
A531. The Agency recommends that authorizations of offers to pay be submitted with
other PRIA applications to avoid delays in the Agency’s deciston.

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers
prior to submitting their application io the Agency. Documentation of such discussions
should be submitied with the study waiver.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DG 204p0

November 07, 2011 OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREWVENTION

INTERVET INC
556 MORRIS AVENUE, 55-2145A
SUMMIT, NJ 07901

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 01-NOV-11. Qur staff has completed a preliminary analysis
of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of data
contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with Master
Record I¥'s (MRIDS) assigned to each document submitted. Please use these numbers in all future
references to these documents. Thank you for your cooperation. If you have any questions
concerning this data submission, please raise them with the cognizant Product Manager, to whom
the data have been released.
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48646600

Technplogy Sciencas Group Inc.
1150 18"™ Strect, NW, Suite 1000
Washington, 0.C. 20035

Direct: {202} 828-8945

Fax: (202} 872-0745

E-Mail: hbjornsan @tsgusa.com

Heather R. Bjornson
Senior Regulatory Consultant

October 31, 2011

Mark Suarez

Registration Division, PM 13

Office of Pesticide Products, US EPA
Room 5-4200, One Potomac Yard
2777 South Crystai Drive

Arlington, VA 22202-4501

RE:  Deitamethrin 4% Collar (EPA Reg. No, 68451-1}
PRIA Category R240 - Amendment Requiring Data
Dear Mr. Suarez:
Technology Sciences Group Inc., on behalf of intervet, Inc., is submitting the enclosed
amendment to add additional claims for the product being efficacious for up to 6 months.

Along with this amendment, data is being submitted to substantiate these new claims. You will
find the following included to support this amendment:

1. Amendment application form,
2. Certification with respect to data citation,
3, Data matrix {confidential and non-confidential versions},
4, One copy of the proposed label {highlighted),
5. Three copies of the revised clean label, 'L
6. Data Volumes 1 through 3 {refer to the transmittal document for additional -
information}, and e
7 PRIA pre-payment receipt — Pay.gov tracking ID: 254Q0ASI; Agencf{r;gc_l«ng ID
74249677715.
Washington, DL Calffornia  Faata
1150 18" 51, NW, Sufte 1000 712 Fieth St Suite A 275 Statar 5., Suite 900
Washington, D.C. 20036 Davis, CA 85515 Ottaws, Gntario K1F 5HY

Phone: {202] 22313492 Phone: 1530] 757-1245 Fhone: {613) 14?~628537



Intervet, inc.
PRIA Amendment to add 6-month claims
Page 2 of 2

Should you have any questions or comments, please do not hesitate to contact me directly.

Sincerely,

i i 27
o Lm S5 -

Heather R. Bjornson

D
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VOLUME 1 of 3

TRANSMITTAL DOCUMENT

NAME AND ADDRESS OF SUBMITTER
Intervet Inc D/B/A Merck Animal Health
556 Morris Avenue , $5-2145A
Summit, New Jersey 07901
REGULATORY ACTION IN S8UPPORT OF WHICH THIS PACKAGE 1S SUBMITTED
Application for a Label Amendment with Data
PRIA Category: R340
Product Name: Deltamethrin 4% Collar, EPA Reg. No: 68451-1
TRANSMITTAL DATE
Oclober 31, 2011
LIST OF SUBMITTED DOCUMENTS (3 copies of each voiume}

VOLUME 1 Transmittal Document

48646801 VOLUME 2 A Pivotal Clinical Study to Assess the Anti-Feeding Effect of Scalibor

Protecior Band (4% Deltamethrin}, On Adult Feeding Mosaquiteos Cufex
Pipiens, On Dogs. Study No. V-0193-0772
Guideline 810.3300

48646602 VOLUME 3 Efficacy and Repellency of Scalibor® Collar for the Prevention of Tick

{(Amblyornma americanum) and Flea (Clenocephalides fefis) infestations
on Dogs Study Number: N10-032-01
Guideline 810.3300.

5 COMPANY NAME: intervet Inc. D/B/A Merck Animal Health

556 Morris Avenue, 55-2145A
Summit, New Jersey 07301

6. COMPANY Heather R, Bjornson

OFFICIAL: Senior Regulatory Consultant

i 3 / " ) I\ I’.. :‘,'{..L
7. SIGNATURE ‘@L@/‘HWQ /x)){}r-—-————-—- o

PR

Page 1 of 1
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SO Ty UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

i

ANOA,
AGENCY

%)

4 #Rmffé
November 1, 2611
OEFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

OPP Decision Number: D-457072

EPA File Symbol or Registration Number: 68451-1
Product Name: DELTAMETHRIN 4% COLLAR
EPA Receipt Date: 01-Nov-2011

EPA Company Number: 68451

Company Name: INTERVET INC

PATRICIA A. SHEEHY
INTERVET INC

D/i3/A MERCK ANIMAL HEALTH
356 MORRIS AVENUE, 55-2145A
SUMMIT, NI 07901-

SUBJECT: Receipt of Registration Amendment Subject to Registration Service Fee

Dear Registrant:

The Office of Pesticide Programs has received your amendment and certification of
payment. If you submitted data with this application, the results of the PRN-86-3 screen will be
communicated separately. During the administrative screen, the Office of Pesticide Programs
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in
the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: R340

NON-FAST-TRACK (INCI.UDES CHANGES TO PRECAUTIONARY LABEL
STATEMENTS;SOURCE CHANGES TO AN UNREGISTERED SOQURCE};

No additional payment is due at this tune.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-9362.

Sincerely,

Front End Processing Staff
Information Technology & Resources Management Division
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Fee for Service]  1906189Q-~

This package includes the foliowing for Division

© New Registration “AD

© Amendment , 7BPPD

| *RD

4Studies? U Fee Waiver?
- Risk Mgr. | 13
~volpay % Reduction: ____

Receipt No. S-| 906189

EPA File Symbol/Reg. No. 68451-1

Pin-Punch Date: 10/31/2011

Action Coder
Requested: |y 0O
Granted: A O

Amount Due: $ _AREERRE

This item is NOT subject to FFS action.

- Parent/Child Decisions: '

1 Inert Clearetfzj_[ijéjed Use
Reviewer: X’

Uncleared Inert in Product

Date:_ W\ — \--\

Remarks:
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Heather Bjornson

From: paygovadmin@mail.doc.twai.gov
Sent: Thursday, October 27, 2011 11:28 AM
To: Heather Bjorson

Subject: FPay.Gav Paymeni Confirmation

THIS 15 AN AUTOMATED MESSAGE. PLEASE DO NOT REPLY,

Transaction Summary

Application Name; PRIA Service fees
Pay.gov Tracking iD: 254Q0ASI

Agency Tracking ID: 74248677715
Transaction Type: Sale

Transaction Date: Qct 27, 2011 11:27:45 AM

Account Holder Name: Heather R. Bjornson Transaction Amount: $3,617.00 Billing Address: 1150 18th Street, NW Billing
Address 2: Ste, 1000

City: Washington

State/Province: DC

Zip/Postal Code: 20036

Country: USA

Card Type: AmericanExpress

Card Number: ¥¥¥shekssi ey 36

Decision Number:

Registration Number; 68451-1

Company Name: [ntervet inc. D/B/A Merck
Company Numiber: 68451

Action Code: B340

Lot
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48646600

Technology Sciences Group Inc.
1150 18" Street, NW, Suite 1000
Whashington, D,C. 20036

Oirect: {2023 828-8945

Fax: {202) 8710745

E-Mait: hbjornson@tsgusa.com

Heather R. 8jornson
Senlor Regulatory Consultant

Qctober 31, 2011

klark Suarez

Registration Division, PM 13

Qffice of Pesticide Products, US EPA
Room S-4900, One Potomag Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

RE:  Defltamethrin 4% Collar (EPA Reg. No. 68451-1)
PRIA Category R340 - Amendment Requiring Data
Dear Mr. Suarez:
Technology Sciences Group Inc., on behalf of Intervet, Inc., is submitting the enclosed
amendment to add additional claims for the product being efficacious for up to 6 months.

Along with this amendment, data is being submitted to substantiate these new claims. You will
find the following included to support this amendment:

1. Amendment application form,
2. Certification with respect to data citation,
3. Data matrix {confidential and non-confidential versions),
4. One copy of the proposed label {highlighted),
5. Three copies of the revised clean label, R
6. Data Velumes 1 through 3 (refer to the transmittal document for additional . " -
information}, and BN o
7. PRIA pre-payment receipt — Pay.gov tracking 1D: 254Q0AS); Agency Tracking ID: | .
74249677715, o
Washington, B.C. Californiz L Tenara
1150 18 &1, N, Suite 1000 712 Fifth 5t., Suits A 175 Slater S, Suite 900
Washington, D.C. 20036 Qavis, CA 35616 Crawa, Ontaric K1P SHS

Phone: {202) 2234382 Phopme; (530) 757-1245 Phone: 1613) 247-6385
44



Intervet, Ing.
PRIA Amendment to add 6-month claims
Page 2 of 2

Should you have any questions or comments, please do not hesitate to contact me directly.

Sincerely,
“ : ).

Heather R. Bjornson

FEFE I

[ A S
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VOLUME 1 of 3

TRANSMITTAL DOCUMENT
1. NAME AND ADDRESS OF SUBMITTER

Intervet Inc D/B/A Merck Animal Health
556 Morris Avenue | S5-2145A
Summit, New Jersey 07901

2. REGULATORY ACTION IN SUPPORT OF WHiICH THIS PACKAGE IS SUBMITTED
Apptlication for a Label Amendment with Data
PRIA Category: R340
Product Name: Deltamethrin 4% Ccollar, EPA Reg. No: 68451-1
3. TRANSMITTAL DATE
October 31, 2011
4, LIST OF SUBMITTED DOCUMENTS (3 copies of each volume)
VOLUME 1 Transmittal Document
48646601 VOLUME 2 A Pivotal Clinical Study to Assess the Anti-Feeding Effect of Scalibor
Protector Band (4% Deltamethrin), On Adult Feeding Mosguiteos Culex
Pipiens, On Dogs. Study No, V-0193-0772
Guideline 810.3300

48646602 VvOLUME 3 Efficacy and Repellency of Scalibor® Coliar for the Prevention of Tick
(Amblyomma americanum) and Flea {Ctenocephalides felis) infestations
on Dogs Study Number: N10-032-C1
Guideline 810.3300.

5. COMPANY NAME: Intervet Inc. D/B/A Merck Animal Health
556 Morris Avenue, $5-2145A
Summit, New Jersey 07901

6. COMPANY Heather R. Bjornson
OFFICIAL: Senior Regulatory Consuliant

3 , /
s s |’ , i { r :,
7. SIGNATURE '@L@/{’wag /\2 {;ju_-_____ S

Page 1 of 1
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Fixaze raad ingtrictiony on

EPA

g

varse bafars compinting forn. yovml " 2-2
United States Registration CJPP idantifiar Number
Environmental Protection Agency ¥ | Amandment
Washington, DC 204580 Other

Application for Pesticide - Section |

684511

1. Company/Product Numbar

2, EPA Product Managar
Mark Suarez

3. Propused Classification

4, Compeanwduct {Name}
Deltamethrin 4% Collar

{fﬁ Naona | Restricted

P
13

586 Morris Avenue
Sumrmit, NJ 073801

£. Nama and Address of Applicant fineludes 2IP Ccm“e}
Intervet, inc. D/B/A Merck Animal Health

| | Chack if this is & new sddress

o
EPA Reg. No.

6. Expedited Reveiw. In accordance with FIFRA Section 3{c){3)
{oil, my product is similar or identical in composition and Iaheling

Product Name

Section - i

Amandment - Explagin below,
D Resubmission in respanse to Agesncy lanter datag

D Motification - Explain balow.

Finel prntsd iabels in repsonss to
Apgancy fetter datod

“Mes Too™ Application.

Other - Explain balow.

Explanation: Use additionai pegals} if necessary. IFor section | end Saction i)
PRIA Category R340 Label amendment requining dala. Picase confirm with Heather Bjomsen via s-mail: hbjormson@tsgusa, com.

PRIA pre-payment: Pay.gov Tracking 1D 254Q0ASE Agency Tracking 1D: 74248677715,

Section - 11§

1. Material This Product Will Be Peckaged In:

Child-Resistant Packaging

Yas
/ : No

* Cortification must
be submitted

Unit Packaging

Watar Soluble Packaging ; 2. Type of Container

Yae Yeos Matal
i + { Plastic
No | Mo Gings
- ] T L [ V! i P
if “Yas No, par if *Yag Ma. por apa¥
nit Packaging wgt.  container Package wgt container
| i

Other {Specify}

(¥] Labal

3. Location of Net Contanta Information

u Containar i

|'4_ Siasis) Ratsil Container

A |
i

1 ¢oilar, 0.8 oz,

€. Locsatien of Label Directions

&. Manner in Which Labal is Affived to Product r Y }mhoqraph

U Othar

Papar glued
Stencifed

Section - 1V

1. Contact Peint {Cemplete fterms dirsctly belaw for identification of individuat to be contacted, if necessery, to process this a;{,f:‘fié‘t?ﬁh.}

Hania

Heather R. Bjornson, Technology Sclences Group, Ing.

Titla
Benior Regulatory Consultant

Talephone Mot
of E02y az&aewa‘“ o

ilisbinde Area Gode)

i certity thot the statements | have made on this form and el attachments thereto ars trug, accurats and comr.latot
I acknowiadge that any knowlinglly felse or misleading statement may be punisheble by fing or imprisonment or.
both under applicable jaw,

e
i

Certification

HIN S SRR Y

Z, Signatjire
1/&;{’6\&

3. Title {(;jﬁr’“
Regulalary Consultant fo Intervet, Ing.

8, Datg Applitaton
Pe"ewod

;. i$tamped}

[

[N T

4, Typed Nama 5, Date .
Heather R. Bjornson Qctober 31, 2011
47
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
1200 Pennsylvania Avenue, NW.
WASHINGTON, D.C. 20480

-\:u"

en
m

Form Appraved GME Nos. 2070-0080; 2070-0057; 2070-0107; 2070-0122; 2070-0164

Paperwark Reduction Act Nottes: The public reparting burden for this eollection of information is estimsted to average |25 hours par response for registatinn
and 9.25 hours per response Ry reregistration and special review activities, including time for reading the nstuctions 'md completing the necessary foons, Send
comments rezarding burden estimate o7 any Other aspact of this cotlection ol informatien, inchiding suggestions for reducing the burden te: Dérector, Cellection
Seralepies Oivision (282273, U.S. Environmentad Prokaction Agency, [200 Pennsylvania Avenue, MW, Washington, DO 20468 Dn ot send the completed form
o thng addreys.

Certification with Respoet to Citation of Data

Applicant's/Reqistrant's Name, Address, and Telephone Number EFA Raglstralion Number/Fie Symbot
intervat, inc D/B/A Merck Animal Health, 556 Morris Ave, Summil M. 07801 7 {0058} 473-3551 6B451-1

Active Inaradientis) and/or representative test compeound(s) Date

Beltamethrin Qeiober 31, 2014

General Use Pattemn(s) [list all those claimed for this product using 40 CFR Par 158} Produst Name

INDOOR o Deltamethrin 4% Collar

ROTE: I your product is a 100% repackeging of anather purchased EPA-registered product labeled for all the same usas on your [abel, you donotnead to
subirut this form. You must submit the Formulator's Exemplion Statemant (EFA Form 8570-273.

i am responding {0 2 Dala-Call-in Notice, and have included with this Torm a Jist of companies sent oifers of compensation {the Data Mabix form shotsld
D he used for this putposc).

SECTION | METHOD OF DAYTA SUPPORT (Chack ong methad only)

ll

1 am wusing the cie-all mathod of support, and have indudsd with this form b am using the selectiva method of support (or cite-all option
D @ st of companies sent offars of campensation (the Dats Matrix form under the seleclive method). and bave induded with this form a
should be used for {his purpose). compieted list of data requirements (the Data Matrix form must be
used).

SECTION i: GENERAL OFFER VO PAY

[Requirad if using the cite-all method orwhen using the cite-all option undar the selective methad to satisfy one oy mare dats requisments]

i heraby oifer and agree to pay compensaiion, {o other psrsans, with regard to the approval of this application, fo the exient required by FIFRA.

SECTIOR Il CERTIFICATION

| gerlify that this application for registretion, this form for reregistration, or this Deta-Call-in response Is supponted by all date submilted or cited in the
application for registration, the form for reregistration, or the Date-Call-in response. In addition, if the cite-all oplion or cite-all option under the seiective methed is
indicatedt in Sectinn |, this application is supported by alt dala in the Agency's fles that {1) concern the properties or effects of this product or an idonticat or
subisiantially similar product, or one of more of the ingredients in this produdt: and {23 is & ype of dala that would be raquired io be submitied under the data
requirements in effect on the date of approval of this application # the application sought the initia! registration of a product of idenfical or similar composition ang
4565 .

I cettdy thai for each exclusive use Study cited in support of this registration or reregistration, that | am the original dala submitier or that | have obtained
the written permission of the original date submitier 1o gite thai shudy,

I certify 1hat for each sludy clted in suppor of this registration or reregistration that Is not an exclusive use study, either: {a) | am the original data
submiiter; (b} | have obtained the permission of ihe ariginal dats submitter 1o use the study in support of this application; (¢} all perivds of eligibility for
compensation have expired for the siudy; {d} the study is in the public literature; or {e} | have nofified in writing the company that submitted Hiet_sj_qd}i and have
offered {1} 10 pay compensation 1o the extenl required by sections 3{c){1)(F) andfor 3(c)2)(B) of FIFRA; and {ii} to commence negoliations io. determina the
amount and tarme of compensation, if any, to be paid for the use of the sludy. cred

i certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation Aotz abibidnce of their delwery in
accurdance with sections 3{c{1)(F) andfor 3tc){2HB) of FIFRA are avalable and will be submitied 16 the Agency upon request. Shduld | failta produce such
evidence 1o 1he Agency upon request, | understand that the Agency may intiale action 1o deny, cancel or suspend the fegis!m!ion of my produs.l in cmfom‘lay with
FIFRA. .. -

1 certify that the statements | have made on this form and afl attechments to i are true, accurats, ang campieze. i ackno&!enge that any
knowingly falee or misleading statement may he punishablae by fina or imnprisonment or both under applicatie lavi

t i

IR

Stgnature Q % Data Typed or Printad Name and Tige S * 77
%‘{, ( \ f_““"—‘ 10/34/2011 Heather R. Bjornson, Sr. Regulaicry Cunsultent

EFA Form 35?0 34 {12-2003} Electronic and Pager versions availatle, Submit only Paper version,
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W,
WASHINGTON, D.C. 20460

Form Approved OMB Ho, 20700060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the burden
estimate or any other aspect of this collection of information, including suggestions for reducing the burden to Director; OPPE Information Management Division {2137} U.S.

Environmental Protection Agency, 401 M Street, SW., Washington, DC 20460. Do not send the form tu this address,

DATA MATRIX
Date: Cctoher 31, 2011 EPA Reg. No /File Symhol: 68451-1 Page 10f 3
Applicants/Registrant's Name & Address; Intervet ing., 566 Morris Avenue, Summit, New Jersey 07901 Produgt  Deltamethrin 4% Collar
ngredient. Deflamethrin
Guideline Reference Number Guidetine Study Name MRID Number Submitter Status Note
830.1850 Product identification and composition 42893501 Bayer Erwironmantal Science PER
830-1600 Beginning materials 42893501 Bayer Environmental Science PER
8301650 Description of formulation process 42893501 Bayer Environmental Science PER
830-1670 Formation of impurities 42893501 Bayer Environmental Science PER
850.1750 Certified [imils 42893500 Bayer Environmental Science PER
830-1800 Enforcerent analytical method 42893502 Bayer Environmental Science PER
830-6302 Color 42893503 Bayer Environmental Scignce PER
8306303 Physical state 42883503 Bayer Environmental Science PER ___i
830-6304 Qdor 42593503 Bayer Environmental Science PER ]
830-8314 Oxidation/Reduction £nd use product does not contain an oxidizing or reducing agent.
830-8315 Flammability _ o mem 42853503 Bayer Environeental Sdence PER
a30-6316 Explodability ﬁ I End use product is not potentially explosive.
830-6317 Storage stabilty 42893503 Bayer Environmentat Science PER
B30-63149 Mizcibility ... o-a N o End use product is not to be diluted with petroleum solvents.
Signature N Name and Titie Date

. /@fgw&,\ !Q a’g

Patricia A. Sheehy
Manager, Regulatory Affairs

Cctober 31, 2011
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Setreet, S. W,
WASHINGTON, D.C. 20460

Form Approved OME Ne. 20700060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated fo average (.25 hours per response for registration activities and 0.25
hours per responsg Tor reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the burden
estimate or any other aspect of this collection of information, including suggestions for reducing the burden to Direclor: OPPE Infarmation Management Division (2137) U.S.
Environmental Protection Agency, 401 M Street, SW., Washington, DC 20460. Do not send the form to 1his address.

DATA MATRIX
Date: October 31, 2011 EPA Reg. No./File Symbol 684511 Page 20f3
Applicants/Registrant’s Name & Address: Intervet Inc., 566 Morris Avenue, Summit, New Jersey 87901 Product: Deltamathrin 4% Collar
ingredient Deltlamethrin
Guidelina Reference Number | Guidetine Study Name MFHD Number Submitier Status Note
N

530-6320 Caorrosinn characteristics 42893503 Bayer Environmental Science PER iF PTOLTess

830-6321 Diglectric breakdown voltage End use product is not to be used around elecliical equipment.

830-7000 pH End use product is not ta be dispersed with water,

= . .

830-7100 Viscosity 42893503 Bayer Environmental Science | PER

830-7300 Density 42893503 | ?fyﬁ{ Environmentat Science | PER

870-1100 Acute oral toxicity 42889001 Bayer Environmental Science | PER

870-1200 Acute desmat foxicity 42880002 Bayer Environmental Science | PER

870-1300 Acule inhaiation toxicity Waiver Request

§70-2400 Primary eye iritation-rabbits 42889003 Bayer Enviranmental Science | PER

i i P

870-2500 Primary dermat irritation rzbbits 42889004 Payer Environmental Science | PER

870-2600 Skinsensitization 1 7 3 ©T7¢ | 42880005 Bayer Environmental Science | PER

810.3300 Product performance% gtﬁﬁ‘ca:’-:}g hE N : ;’: 44190101 Intervel Inc. Own Submifted 12/26/1996

44578701 ,44
810.3300 Product petformance, efiicasy - . :4‘45?3?03, 4:1_55?788??%24‘- intervet inc. Qwn Submitted 6/10/1998
ST Lo ot |44578706
P S e o Name and Title Date

Signature @w J({,\Qk. fQ D}

!

T

Palricia A, Sheeshy, Manager, Reguiatory Affairs

Ociober 31, 2011
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Farm Approved OME No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden far this collection of infarmation is estimated to average 0.25 hours per response for registration activities and 0.25
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the burden
estimate or any other aspect of this collection of information, including suggestions for reducing the burden to Director: OPPE Information Management Division {2137) U.5.
Environmental Protection Agency, 401 M Street, 5.W., Washington, DC 20460. Do not send the form 1o this address.

DATA MATRIX

Date: October 31, 2011 EPA Req. No./File Symbol: 68451-1 Page 30f3
Applicant's/Registrant’'s Name & Address; Intervet Inc., 566 Morris Avenue, Summit, New Jersey 07901 Product: Deklamethrin 4% Collar
Ingredient: Deltamethrin
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
810.3300 Product performance, efficacy 44602901 intervet Inc. Own Submitted 6/10/1998
870.7200 Domestic Animal Safety (dogs} 42889006 Bayer Envircnmental Science PER
810.3300 Product performance, efficacy This submission intervet Inc. Own
Name and Title Date

Signature W% @ élm

Patricia A, Sheehy, Manager, Regulatory Affairs

Cctober 31, 2011

el

q

nno

L]

N

2
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Strect, S W,

WASHINGTON, D.C. 20460

Form Appioved OMB No, 26701060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the burden
estimate or any other aspect of this collection of information, including suggestions for reducing the burden to Dhrector: QPPE Information Management Division (2137) U.S.
Environmental Protection Agency, 401 M Street, $.W., Washington, DT 20480, Do net send the form to this address,

DATA MATRIX
Date: Oclober 31, 2011 EPA Reg. MoJFile Symbol 684511 Page 1o 3
Applican!'s/Registrant’s Name & Addrass: Intervet Ing., 588 Morris Avenue, Summi, New Jersey (7901 Product  Deftamathrin 4% Collar
ingredient: Deltamethrin
Guideline Referencs Nurmber Guideline Study Name MRID Number Submitter Status Mate
Bayer Environmantal Science PER
Bayer Environmental Science PER
Bayer Environmental Science PER
Bayer Envirenmental Science PER
Bayer Environmental Science PER
Bayer Envirentrental Science PER
Bayer Environmenial Science PER
Bayer Environmental Science PER _
Bayer Enviranmental Science PER

End use product does not contain an oxidizing ar reducing agent,

Bayer Enviropmental Science

PER

End use preduct is not potentially explo

SIVE,

Bayer Envirpnmental Science

PER

End use preduct is not to be diluted with petroleum solvents.

Signature ¢ : A T

Name and Title
Pairicia A, Sheehy
Manager. Regulatory Affairs

Date

QOclober 31, 2011
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Form approved OME No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

fi4:)
%

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25
hours per response for reregistration and special review activities, including time for reading the insiruction and completing the necessary forms. Send comments regarding the burden
estimate or any other aspect of this collection of infoermation, including suggestions for reducing the burden to Director: OPPE Information Management Division (2137} U.S.
Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

DATA MATRIX

Date: Cclober 31, 2011 EFA Reg. No./File Symbol: 58451-1 FPage 2of 3

Applicant'sfRegistrant's Name & Address: Intervet Inc., 566 Morris Avenue, Summit, New Jersey 07801 Product: Deltamethrin 4% Collar

Ingredient: Deltamethrin

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Bayer Environmental Science PER in progress

End use product is not to be used argund electrical equipment.

End use product is nof to be dispersed with water.

Bayer Environmental Science PER

Bayer Environmental Science | PER

Bayer Environmental Science | PER

Bayer Environmental Science PER

Waiver Request

Bayer Environmental Science PER

Bayer Environmental Science | PER

M-Bayer Environmental Science PER

infervet Inc. Own Submitted 12/26/1996

infervet Inc, Own Submitted 6/10/1998

G EF 3

2
El
3

Name and Title Date

Signatur oo ” n
Lﬁi@m Q ié“ Patricia A. Sheehy, Manager, Regulatory Affairs October 31, 2011
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Farm Bpproved OMB No. 2070-G08G

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

£

Paperwork Reduction Act Notice: The public reporfing burden for this collection of infarmation is estimated to average 0.25 hours per response for registration activilies and 0.25
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the burden
estimate or any other aspect of this collection of information, including suggestions for reducing the burden to Director; OPPE information Management Division (2137} U.5.
Environmental Protection Agency, 401 M Street, S W., Washington, DC 20460. Do not send the form to this address,

DATA MATRIX

Date: Ociober 31, 2011 EPA Reg. No/File Symbaol: 884511 Page 3of2

Applicant s/Registran{’s Name & Address: Intervel inc., 566 Morris Avenue, Summif, New Jersey 07801 Product. Daltamethrin 4% Collar

Ingredient: Deltamethrin

Guideline Reference Number Guideline Study Nane MRID Number Submitter Status Note
intervet inc. Own Submitted /1071948
Bayer Envirenmental Science FER
ntervat Ing. Qwn

Name and Title Date
e s Patricia A. Sheehy, Manager, Regulatory Affairs QOctober 31, 2011
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MATERIAL TO BE ADDED TO JACKET

4

REG # (p RS-

Description: /OK Motiee  2007-4

Chan %

check all that apply |
new stamped accepted iabel

new CSF

N notification

Instructions: | |
Attach this sheet to the top of ALL material sent to the file room (both loose paper and

new material in jackets). This sheet will be imaged; a clear description will aid in
finding material in the e-jacket. Remove staples from all matenial. If returning loose
paper then hold together with a binder or paper clip. C8Fs shouid be placed in the
CSF folder (if refurning jacket) or covered with a red CBI sheet (if returning loose
paper). Material to be returned to file room should be place in the appropriate bin.

c
Reviewer's

Name: 6&1’\‘&1 . \T) 3 A -'t‘m O _ Date:

phone: __ 103205 -T2 - divson: _ Ay
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF
PREVENTION, PESTICIDES AND
TOXH. SUBSTANCES

Ms Heather R. Bjormson v /2009

Intervet Inc.
29160 Intervet Lane
Milsboro, DE 19966

Subject: Label Notification(s) for Pesticide Registration Notice 2007-4 and 98-10
Storage & Disposal and other changes (Warranty Statement)

Dear Registrant:

The Agency is in receipt of your Application(s) for Pesticide Notification under
Pesticide Registration Notice (PRN) 2007-4 and 98-10 dated June 9, 2009 for:

EPA Registration 68451-1 Deltamethrin 4% Collar

The Registration Division (RD) has conducted a review of this request for applicability
under PRN 2007-4 and 98-10, and finds that the label change(s) requested falls within the
scope of PRN-2007-4 and 98-10. The label has been date-stamped “Notification™ and will be
placed in our records.

Please be reminded that 40 CI'R Part 156.140(a)(4) requires that a batch code, lot
number, or other code identifying the batch of the pesticide distributed and sold be placed on
nonrefillable containers. The code may appear either on the label {and can be added by non-
notification/PR Notice 98-10) or durably marked on the centainer itself.

If you have any questions, please contact me directly at 703-305-6249 or Banza
Djapaoc of my staff at 703-305-7269.

Sincerely,

w

Linda Arrington

Notifications & Minor Formulations Team Leader
Registration Division (7505P)

Office of Pesticide Programs
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ﬁusa nm{fﬁmbm e reverse bn&g comgai form. Eorts Approved. '\ ShNo

: . United States | Registration | OPF identifier Number
\*’IEPA Environmental Protection Agency Amendment
Washington, DC 20480 v Oth&l‘
i
Application for Pesticide - Section |

1. Company{Product Number 2. EPA Product Manager 3. Propossd Clessitication
£8451-1 Kimberty Nesci [ Inons [ ] Restricted
4, Compeny/Prodoct (Nama} PM#

Deltamethnin 4% Collar 13

E. Namea and Addrass of Applicant finclude 2IF Code! 6. Expedited Reveiw. [n accordance with FIFRA Section 3{cH3}
intervet Inc. (bHi}. my praduct is similar or identical in compasition and labeling

ta
28160 Intervet Lane N TEISE
: EPA Reg. No. MNOTIFICATION
Milsboro, DE 19966 g -
D Check if this is a new oddress Product Name JUL 3 7 2008

Seaction - I

! [ Armendmant - Explain befow, i 1 Final printed labels in repsonss io
Agoency latter dated

| i Resubrmission in tasponse 1o Agency lettardeted D “Ma Too™ Application,

i Motification - Explain balow. Other - Explain balow.
v

Explanation: Use sdditiana! pagels) if necessary. (Fer section | and Sectien Ii.)

Molifization of label changed per PR Notice 2007-4 and ta make minot text changes, This notification is consistent with the guidance in PR Natice 2007-4 and
the requirernents of EPA's reguiations at 40 CFR §§156.10, 156.140, 156.144, 156.146, and 156.155. Mo other changes have been made o the iabeling or the
Conldential Statement of Formula for this produst, ! understand that it is a vielation of 18 U.5.C. Sec. 18001 to willfully make any false and misleading
staternent to EPA. | further understand that if the amended label is not consistent with the requirements of 40 CFR §8 156.10, 156,140, 156,144, 158146, and
156,756, this product may be in viofation of FIFRA and | may ha subjact to enforcement action and penalties under sections 12 and 14 of FIFRA,

Section - I
1. Meateriat This Product Wilf Be Peckaged In:
Chikd-Resistant Packaging Unit Packaging ‘ Wates Solubls Peckaging 2. Typs of Containar
Yes Yoz ! Yes Maini
N H N ! Plastic
@ ! o ! No ] Glase
. . i "Yas" Ma. per i “¥es" No. per i .| Paper
* Cemﬁqatmn must Unit Packaging wgl. conteiner Packege wegt container [ Other (Specity
ba submitted !
3. Lacetion of Met Contents infarmatian 4. Sizals} Retall Conteiner 5. Location of Labe! Directions
LE Labal u Containes
6. Manner in Which Lahel is Affixad to Product [ Jlﬁi:hogral.phd u Other
aper e
[ Stoncilad
Section - IV
1. Cantest Point [Complete itemns directy below for identification of individual to be contacted, i necsssary, 10 procass this applicstion.}
Name Titls Telephane No. {liiciice Area Coda)
Heather R, Bjornson, hbjornsen@tsgusa.com Regulatory Assistant (302, 818-BO45 ¢4
Cenrtification ’ “ie. Dris Apalicetion
t cortify thet the statemams | heve mads on this Yorm end el attechments thersto are true, aceurate snd {:ombi‘eit'a‘.k { Rt:_caived
| seknowledge that any knowlingllty falsa or mistesding statament mey ba punishable by Fine or imprisonmant or < . i iSi‘-a‘mped}
both under epplicable law. Ledad Tt
2. Signature 3, Title - ‘
oL
. T{P (,@/GWL ;ff ,@Vu—‘_ . Regulatary Assistant ta Intarvet inc. P
i ' : L
4. Typad Name 5. Date Tl
Heather R, Bjomsan June 9, 2009

EPA Form BS570-1 jRev. 3-94} Pravious editions ara chaclata. White - EPA Fiim Copy  loriginal} Yallaw - Apphcent Copy



e D B

. , . {
Feassa rand inst i # complate.. form.

~o tinited Stetes Registration OPP [dantifiar Numbar
WEPA Environmental Protection Agency Amendment
Washington, DC 20480 s Other
Application for Pesticide - Section |
1, Company/Preduct Number 2. EPA Product Manager 3. Propoasd Ciassification
684511 Kimberly Nesci m Nons D Rostrictsd
4, Companyi?;:oduct iName} Phin
Deltamethrin 4% Collar 13
5. Name and Address of Applicent finclude Z/P Code) 6. Expedited Reveiw. In accordance with FIFRA Section 3{c)(3)
Intervet Inc. {383, my product is simifar or identical in composition and labefing
29160 Intervet Lane tor
" EPA Reg. No.
Milsboro, DE 19366 ©e. o
Check if this Is & new eddress Product Name L _
Section - I}
D Amendmant - Explain balow, U Firnt printed tebals in repoonse to
. Agancy latter gated
D Resubmission in msponse to Agency ietterdeted *Me Too"” Application.

Motification - Explain below. ‘:] Othar ~ Explait: balow.

Exptanation: Use additionat pags(s) if necessary. IFor section 1 and Section 1.}

Notification of label changed per PR Notige 20074 and fo make mingr text changes. This notificalion is consistent with the guidance in PR Netice 20074 and
PR Nofice 88-10 and the requirements of EPA's regulations at 40 CFR §§156.10, 156.140, 156,144, 196.145, and 156.156. No other changes have been made
1o the labeling or the Gonfidential Statement of Formula for this preduct. | understand that it i a viclation of 18 U.5.C. Sec. 10001 to wilifully make any false
and misleading siatemert to EPA, | further understand thal ¥ the amended iabel i3 not consistent with the requirements of 40 CFR §§ 156.10, 156.140,
156,144, 186,146, and 156,156, this progduct may be in violation of FIFRA and | may be subjec! lo enforcement action and penalties under sections 12 and 14 -

of FIFRA

Section - i
1. Motarial Thie Produet Will Be Packaged o _
Child-Resistant Packaging Linit Packaging Water Seluble Packaging 2. Type of Conteiner
[ Yas . Yoz Yag Matal
N N 7| s Pisstic
9 ° @ 1 Glass
i *Yasg® No. per H "Yos™ No. per v __| Paper
* Cer!ﬂ‘ic_atfon must Unit Packeging wgt.  container Package wgt containe? Gther {Specify)
he submitted :
3. Louetion of Nat Contents Infurmation 4. Size{s} Retail Contriner . Location of Labsl Diractions
v
M Lebsl [_J Containgt 1 ecliar, 0.9 gz. <
B. Marnner in Which Label is Affixed to Product v Iithegraph L’ Other
Papar glued
Stanciied
, Section - IV
1. Contact Point (Complete itams directly below for identificetion of individusl to ba contaclad, if nocessery, to provess this applicavon. }
Nama Titla Talephone No. jinclude Ares Code}
Heather R. Bjornson, hbiornsoni@isgusa.com Regulatory Assistang {207} $28-8845
Certification 6. Data Applicetion
i cortify that the stetaments | beve made on this form and ol attachments thereto sro true, sccurats end compists. Rocaived
i scknowiadge that any knowlinglly faize or misleading statement may ba punishabla by fine or imprisonment or {Stamped}
tioth vnder spplicabls {sw.
1. Signeturs 3. Tite
M?ﬁ /é Regulatory Agsistant {o Intervet Inc.
. M. .
4. Typed Mams 5. Date
Heather R. Bjornson Juiy 7, 2008

EPA ¥orm BS70-1 {Rev. 3-34} Pravicus editions are cbsolets, White - EPA File Copy lotiginel]  YeSow - Applicant Copy
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WASHINGTON

1150 18th Strast, BN
Suite 1000

Washington, D.C. 20036
Telephone 202 223-4352

Fax 202 872-0745

SACRAMENTO

712 Fikth Street

Suite A

Ctavis, CA 95616
Telephone 530 757-1298

Fzx 330 757-12498

CAMADA

275 Slater Street

Suite 900

Ottawa, Ontario

K1F 5Hg9

Telaphona 613 247-6285

Fax 613 236-3754

E-mail tsg@isgusa.com

http:/ fwavw tsgusa.com

TECHNOLOGY
SOENGES
GROVP
NG

—
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——-—
r—————

—

—TEh
———ED
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-\

Kimberly Nesci June 9, 2009
Registration Division (7504P)

Office of Pesticide Products

U.S. Environmental Protection Agency

Room 5-4800, One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202-4501

RE: Deltamethrin 4% Collar (EPA Reg. No. 68451-1)

Notification per PR Notice 2007-4

Dear Ms. Nesci:

Technology Sciences Group, inc., on behalf of Intervet Inc., submits the
enclosed notification to update the label per PR Notice 2007-4 and to make
additional minor text revisions. You wili find the following in support of this
notification:

1} Notification application form,
2) One redline version of the revised label, and
3) One clean version of the revised label.

Please do not hesitate o contact me with any guestions andfor concems.

Sincerely,
| £ I&/E !

Heather R. Bjornson

Regulatory Assistant to Intervet In¢.

Direct dial: (202) 828-8945

e-mait: hbiornson @tsqusa.com chuc
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This notification is consistent with the provisions of PR Netice 98-10 and EPA regufations at 40 CFR
152.46, and no other changes have been made to the labeling of the Confidential statement of formuls
of this product. | understand that it is a violaticon of 18 U.5.C. Sec. 1001 to wilifully make any false
statement to EPA. | further understand that if this notification is not consistent with the terms of PR
Notice §8-10 and 40 CFR 152.46, this product may he in violation of FIFRA and | may be subject to
enforcement action and penalties under sections 12 and 14 of FIFRA.
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DELTAMETHRIN 4% COLLAR
FLEA & TICK COLLAR FOR DOGS

Kills Fleas and Ticks for up to 6 Months
LONG LASTING PROTECTICON FOR UP TO 6 MONTHS
Kills Ticks {including deer ticks which may carry Lyme disease)
ALSQ KILLS FLEAS

ACTIVE INGREDIENT: Percentage by Weight
Deltamethrin oo, 4.0%

INERT INGREDIENTS .....oocveiirieieee, 96.0%

Total 100.0%

CAUTION: Do Not Let Children Play With This Collar

See Insert or Side Pansl for additional Precautionary Statements
See Back for additional Precautionary Statements

Adjustable — One Size Fits All

EFA Reg No, 68451-1 EPA Est. No. 68451-FRA-1 NET CONTENTS: 1 Collar
NETWT. 090z

Distributed by:
Intervet Inc,

405 State Street
Millsboro, DE 19866

Product of France

Deltamethrin 4% Collar (EPA Reg. No. 68451-1)

June 4, 200@1
)



READ ENTIRE LABEL BEFORE EACH USE
USE ONLY ON DOGS
Beltamethrin 4% Collar provides full season, up to 8 months protection against fleas and ticks

PRECAUTIONARY STATEMENTS
Hazards to Humans and Domestic Animals

CAUTION:
Ba not open protective pouch until ready to use. Do not let children play with this collar,

Harmiul if swallowed or absorbed through skin. Causes moderate eye irritation. Aveid contact with skin,
eyes, or clothing. Wash thoroughly with soap and water after handling.

Do not use on puppies under 12 weeks. Consult a veterinarian before using this product on debilitated,
aged, pregnant, medicated, or nursing animals. Sensitivities may occur after using ANY pesticide
praducts for pets. if signs of sensitivity accur, remove collar and bathe your pet with mild soap and rinse
with large amounts of water. if signs continue, consult a veterinarian immediately.

FIRST AiD

If swallowed | o Call poison contrel center or doctor immediately for treatment advice,

» Have person sip a glass of water if able to swallow.

» Do not induce vomiting unless 1old to de so by the poison control center or
doctor.

s Do not give anything by mouth 1o an unconscious person.

If on skin or « Take off contaminated clothing.

clothing = Rinse skin immediately with plenty of water for 15 — 20 minutes.
» Call a poison control center or docter for treatment advice.

if in eyes » Hold eye open and rinse slowly and gently with water for 15 — 20 minutes,
« Remove contact lenses, if present, after the first 5 minutes, then continue ringing
eye.

» Call a poison control center or doctor for treatment advice.

For incidents involving HUBMANS, call 1-800-680-8206

For incidents involving ANIMALS, call 1-800-548-2423
Have the product container of label with you when calling a poison control center or doctor, or going
for treatment.

Collar is intended for use only as an insecticide generator and is not fo be taken internally by man or
animals. Applying other pesticides on the dog may not be necessary while the coliar is being worn.

DIRECTIONS FOR USE: It is a violation of Federal law to use this product in a manner inconsistent with
its labeling.

Deltamethrin 4% Collar, containing deltamethrin insecticide, has been specially formuiatsd-using baiéntéd
insecticide-release technology. Maximum effectiveness may not occur tor 2-3 weeks:after coliar ¢
placement. Fleas (Clenocephalides sp.) on the dog will be killed and anes which are nresent in tHe dnijis
environment that may appear on your pet wiii be killed. Coliar wifl also kiil ticks for up to’ﬁ rf~cmths' Coilar

.....

This coiiar should be worn continucusly. Reapply a new collar every 6 months. Leice

(ST

Place the collar around dog’s neck, buckie and adjust for proper fit. Cut off approximately 2 inche_s['f?éfn

i £
L

Deltamethrin 4% Collar (EPA Beg. No. 68451-1)
June 4, 2006?



the buckie and dispose of excess length by wrapping in newspaper and placing in trash. The ¢ollar must
be worn loosely so that two fingers may be placed between collar and dog's neck. Living and rest areas of
pet must aisc be treated with appropriate pest control measures o ensure control of pesis. Wetting will
not impair the collar's effecliveness or the pet’s protection. If the dog goes swimming or is out in the rain,
it is not necessary to remove the coilar. Deltamethrin 4% Collar may be used in addition {0 a lead or
constraint collar. Use only one Deltamethrin 4% Coliar at a time.

STORAGE AND DISPOSAL
e not contaminate water, food, or feed by storage and disposal.

Pesticide Storage: Siore this product in a cool, dry place away from children and pets.
Pesticide and Container Disposal: Do not reuse container or used collar. Dispose of in trash.

IMPORTANT NOTICE: DISCLAIMER

Read “IMPORTANT NOTICE: DISCLAIMER” before buying or using. if terms are not accepiable, return at
once unopened. To the extent consistent with applicable law, INTERVET INC. warrants enly that the product
conforms to the chemical description on the {abel and is reasonably fit for the purpose stated on the label
when used in accordance with the directions under normal conditions of use. This warranty does not extend
to the use of this product contrary to [abel instructions or under abnormal conditions, or under conditions not
reasonably foreseeable to INTERVET INC., and user assumes the risk of any such use. 7o the extent
consistent with applicable law, INTERVET INC, MAKES NO OTHER WARRANTY, EXPRESSED OR
IMPLIED, INCLUDING ANY IMPLIED WARRANTY CR FITNESS FOR A PARTICULAR PURPOSE OR OF
MERCHANTABILITY. In no ¢ase shall INTERVET INC. be liable for consequential, special, indirect or
incidental damages resulting from the use or handling of this product. The faregaing conditions of sale and
warranty can be varied only by an agreement in writing signed by a duly authorized representative of
INTERVET INC.

Part No. %00 Universal Product Code Number (Bar Code) Product if France
f T 5 f : ' 6oL b f]
S«

“ H . .
L { i . 5 AL AR
NOTIFICATION L ST

,:_.d_o'.f\ 40001

JUL 17 2008

Celtamethrin 4% Collar (EPA Reg. No. 68451-1)
June 4, 20%§



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTOMN, TnC, 20468 ’

OFFLCE OF

APR 15 2010 PREVENTION, PESTICIDES AXD

TOXIC SLHSTANCES

Ms Patricia A. Sheehy, MS
Intervet Inc.

56 Livingston Avenue, R-3-3153G
Roseland, New Jersey 07068

Subject: Label Notification(s) for Pesticide Registration Notice 2007-4 and 98-10
Storage & Disposal and other changes

Dear Registrant:

The Agency Is in receipt of your Application(s) for Pesticide Notification under
Pesticide Registration Notice (PRN) 2007-4 and 98-10 dated February 23, 2010 for:

EPA Registration 68451-1 Deltamethrin 4% Collar

The Registration Division (RD) has conducted a review of this request for applicability
under PRN 2007-4 and 98-10, and finds that the label change(s) requested falls within the
scope of PRN-2007-4 and 98-10. The label has been date-stamped “Notification™ and will be
placed 1n our records.

Please be reminded that 40 CFR Part 156.140(a)(4) requires that a batch code, lot
number, or other code identifying the batch of the pesticide distributed and sold be placed on
nonrefillable containers. The code may appear either on the label (and can be added by non-
notification/PR Notice 98-10) or durably marked on the container itself.

If you have any questions, please contact me directly at 703-305-6249 or Banza
Djapao of my staff at 703-305-7269.

Linda Arrington ﬁ—t/
Notifications & Minor Formmilations Team Leader

Registration Division (7505P)
Office of Pesticide Programs
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REG # L5557/

ﬁ//m/ﬁﬂ/ 74«- %jﬂﬂ/ A7

Description: / f

(L 987

check all that apply |
new stamped accepted label g‘?
Q
new CSF )
— | notification 3
Instructions:

Attach this sheet to the top of ALL material sent to the file réom (both loose paper and
new material in jackets). This sheet will be imaged; a clear déscription will aid in
finding material in the e-jacket. Remove staples from all material. If returning loose
paper then hold together with a binder or paper clip. CSFs should be placed in the
CSF folder (if returning jacket) or covered with a red CBI sheet (if returning loose
paper). Material to be retumed to file room should be place in the appropriate bin.

Revj ’ . _
Y Namio: 524/24 ) MAD Date: Y20

Phone: ,__ZJ }7& Division: 4{
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i

ing form, Form Approve _IMB No. 2070-0080, Aporoval expires 2-28-95

Pleasre read inrtructions or; roverzs before ooni
& Upited States Registraﬁon OPP [dentifisr Number
\?"’EPA Environmental Protection Agency Amendment
Washington, DC 20460 v Oth
er
Application for Pesticide - Section |
1. Compeny/Product Numbar 2. EPA Product Managar 3. Propoaed Classification
¥ . . —

63451 Kimberly Nesci ] 7 ]Nc”.la D Restrictad
4. Compeny/Product {Wame) PM#
Deltamethrin 4% Collar PM#13

6. Expedited Reveiw. In accardance with FIFBA Section 3{c}i3)

5. Nama and Address of Applicant /fnelude ZiP Codej
{b}{Hl, my preduct is similar or identical in compositian and fabeling

intervet Inc. .
56 Livingston Avenue, R-3-3153G o

' EPA Reg. No.
Roseland, New Jersey 07068 g. o

Chack if this is a new address Product Name
Section - H
D Amendmeant - Explain balow, U Finat printsd labats in fepsongé.'?' @3; T ‘g
Agency lettar dated <1 ieds
D Rasubmission in rasponse to Agency letterdated D "Ma Tac" Application. APR i -
J zyith

E I Natificatian - Explain balow. Cthear - Explain balow,

Explanation; Uswe additionsl page(s} if necassary. {For section ! and Saction i}

NOTIFICATION OF DELTAMETHRIN 4% COLLAR PER PR NOTICE 98-10. Notffication of labal changed per PR Notice 2007-4 and to make minor text
changes. This nofification is consistent with the guidance In PR Netice 20074 and the requirements of EPA's regulations at 40 CFR §156.1¢, 156,140,
156.144, 158,146, and 156.156. No other changes have been made fo the jabeling or the Confidentia! Staterment of Formuta for this product, [ understand that
it is a viclation of 18 U.8.C. Sec. 10001 to willfully make any falss and misleading statement to EPA. | further undersiand that if the amended Iabel Is not
consistent with the raguirements of 40 CFR § 156.10, 156.140, 156.144, 156.146, and 156.156, this product may be in viclatlon of FIFRA and | may be subject

’ -~ enforcement action and penalties under sections 12 and 14 of FIFRA
Section - IH

1. Mataria! This Product Witl Bs Peckagod In:

Child-Resistant Packaging Unit Packaging Water Solubla Pockaging 2. Type of Containar
Mata|

o Yeos B Yasa B Yeos
H Plastic
| No No Ne 3 Glass

., . if "Yes” MNa. per tf *Yag* No. par Papar
* Certification must Unit Packaging wgt.  contsinas Package wot contsines Othar {Spocify)
be submitted \
3, Location of Net Contents Information 4, Gize{s} Retail Containsr S. Location of Label Directions
le Labe! L_J Comeinsr b}
5. Manner in Which Labal is Affixed to Product Lithograph U Othar
Poper glued
Stencited
Sa CﬁOﬁ - ‘V . CeTd

1. Centact Point {Complete iterms directly below for identification of individual ta be contactaed, if necessery, to procass this app{fé;rfbg.}
Tite Telephone Nox. (I;m-itdca Aras Cods)

Name
Patricia A. Sheehy, M.S. Manager, Regulatory Affairs A tasq:,:‘;s 3551 ¢

Certification 2 faté Application
I cortify that the statemants { have made on this form and all sttachmants tharato are trus, eccurate and complita, ' R“E"E_"?d.
! acknowledgs that any knowlinglly felsa ar misleading statement may be punishable by fine or imprisenment or, . d‘S’:amped)
both under applicable law. et e :
2. signétur 3. Title it
¥ ,_-f,;. e é / Manager, Regulatory Affairs -
.Ei o /,‘7” C——--f . . i - ::& K
: 4 Typed Name _ S. Date
i
Fairicia A. Sheehy, .5, 2-23-2010

EPA Farm 8570-1 {Rev. 3-34) Pravious editions are obsolete, White - EPA Flls Copy [odginaf) Yellow - Afip¥cant Copy



Deltamethrin 4% Collar ;' page: |of 4
EPA Reg. No: 68451-1 revision date: 02-23-10

DELTAMETHRIN 4% COLLAR
FLEA & TICK COLLAR FOR DOGS

Alternate Brand Names:

SCALIBOR® Flea and Tick Collar for Dogs SCALIBOR® Collar with Deltamethrin
SCALIBOR® Flea & Tick Collar for Dogs SCALIBOR® Collar with 4% Deltamthrin
SCALIBOR® Dog Collar for Flea and Tick Control SCALIBOR® Long Lasting Collar for Dogs
SCALIBOR® Dog Collar for Flea & Tick Control SCALIBOR® Full Season Collar for Dogs
SCALIBOR® Deltamethrin Collar for Dogs SCALIBOR® Collar for Dogs

SCALIBOR ® 6-Month Collar for Dogs SCALIBOR® Protector Band tor Dogs

SCALIBOR® 6-Month Flea and Tick Collar for Dogs
SCALIBOR® 6-Month Flea & Tick Collar for Dogs

: NOTIFICATION
SCALIBOR® Six Month Collar for Dogs APR 13 #
SCALIBOR® Six Month Flea and Tick Collar for Dogs AR 13 2l
SCALIBOR® Six Month Flea & Tick Collar for Dogs

ACTIVE INGREDIENT: Percentage by Weight
Deltamethrin ..ocooe i, 4.0%

INERT INGREDIENTS i 86.0%

Total 100.0%

CAUTION: Do Not Let Children Play With This Collar

See Insert or Side Panel for additional Precautionary Statements
See Back for additional Precautionary Statements

Adjustable ~ One Size Fits All

LR, 4

EPA Reg No. 68451-1 EPA Est. No. 68431-FRA-1 NET CONTENTS: 1 Collar
<o NET WT. 6.9 oz

Distributed by:
Intervet Tnc. cesve
Roseland, NJ 07068

Product of France
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Deltamethrin 4% Collar ) page: | of 4
EPA Reg. No: 68451-1 revision date: 02-23-10

DELTAMETHRIN 4% COLLAR
FLEA & TICK COLLAR FOR DOGS

Alternate Brand Names:

SCALIBOR® Flea and Tick Collar for Dogs SCALIBOR® Collar with Deltamethrin
SCALIBOR® Flea & Tick Collar for Dogs SCALIBOR® Collar with 4% Deltamthrin
SCALIBOR® Dog Collar for Flea and Tick Control SCALIBOR® Long Lasting Collar for Dogs
SCALIBOR® Dog Collar for Flea & Tick Control SCALIBOR® Tull Season Collar for Dogs
SCALIBOR® Deltamethrin Collar for Dogs SCALIBOR® Collar for Dogs

SCALIBOR ® 6-Manth Collar for Dogs SCALIBOR® Protector Band for Dogs
SCALIBOR® 6-Month Flea and Tick Collar for Dogs -
SCALIBOR® 6-Month Flea & Tick Collar for Dogs MOTHICATION

Sk v
SCALIBOR® Six Month Collar for Dogs APR 1 o 2
SCALIBOR® Six Month Flea and Tick Collar for Dogs

SCALIBOR® Six Month Flea & Tick Collar for Dogs

ACTIVE INGREDIENT: Percentage by Weight
Deltamethrin .o s 4.0%

INERT INGREDIENTS ..o 96.0%

Total 100.6%

CAUTION: Do Net Let Children Play With This Collar

See Insert or Side Pancl for additional Precautionary Statements
See Back for additional Precautionary Statements

R

Adjustable — One Size Fits All S et
EPA Reg No. 68451-1 EPA Est. No. 68451-FRA-1 NET CONTENTS: 1 Collar

SCNIET WT, 0.9 oz

Distributed by:
Intervet Inc. e :
Roseland, NJ 07068 -

Product of France -
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Deltamethrin 4% Collar page: Z2of 4
EPA Reg. No: 68451-1 revision date: 02-23-10

READ ENTIRE LABEL BEFORE EACH USE
USE ONLY ON DOGS

Deltamethrin 4% Collar provides full season, up t 6 months protection against fleas and ticks

PRLECAUTIONARY STATEMENTS
Hazards to Humans and Domestic Animals

CAUTION:
Do not open protective pouch until ready to use. Do not let children play with this collar.

Harmfui if swallowed or absorbed through skin. Causes moderate eye irritation. Avoid contact with
skin, eyes, or ¢clothing, Wash thoroughly with soap and water after handling.

Do not use on puppies under 12 weeks. Consult a veterinarian before using this product on
debilitated, aged, pregnant, medicated. or nursing animals. Sensitivities may occur after using ANY
pesticide products for pets. If signs of sensitivity occur, remove collar and bathe your pet with mild
soap and rinse with large ameunts of water. If signs conlinue, consult a veterinarian immediately.

This collar is intended for use only as an insecticide generator and 18 not to be taken internally by man
or animals. Applying other pesticides on the dog may not be necessary while the collar is being worn.

FIRST AID

1f swallowed | o Call poison control center or doctor immediately for treatment

advice.

| ® Have person sip a glass of water if able to swallow,

¢ Do ot induce vomiting vnless told to do so by the poison control

center or doctor.

o Do not give anything by mouth to an unconscious person,

If on skin or | » Take off contaminated clothing.

clothing « Rinsc skin immediately with pleaty of water for 15 - 20 minutes._ ]

i e Call a poison control center or doctor for treatment advice, < ?

Hin eyes -~ Hold eye open and rinse slowly and gently with water for 15 ~ 2;_-{} L.

minutes. o

e Remove contact lenses, if present, after the first 5 minutes; then, _

continue rinsing eye. coccsr o es

» Call a poison control center or doctor for treatment adut e, . o
Tor incidents involving HUMANS, call [-800-680- 9206 | o o
For incidents invelving ANIMALS, call 1-800-548-2423 e

Have the product container of label with you when calling a poison control center or

doctar, or going for treatment.
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Dehtamethrin 4% Collar page: 3of 4
EPA Reg. No: 68451-1 revision date: 02-23-10

DIRECTIONS FOR USE: 1t 1s a viclation of Federal law to vse this product in a manner
inconsistent with its labeling.

Deltamethrin 4% Collar, contaimng deltamethrin insecticide, has been specially formulated using
patented insecticide-release technology. Maximum effectiveness may not occur for 2-3 weeks
after collar placement. Fleas (Ctenocephalides sp.} on the dog will be killed and ones which are
present in the dog’s environment that may appear on your pet will be killed. Collar will also kil
ticks for up to 6 months. Collar will kill ticks including Brown dog tck (Rhipicephalus
sanguineus), American dog tick (Dermacentor variabilis), and deer ticks (Ixodes scapularis and
Ixodes pacificus) which may carry the Lyme disease. This collar should be worn continuously.
Reapply a new collar every 6 menths.

Place the collar around dog’s neck, buckle and adjust for proper fit. Cut off approximately 2
inches from the buckle and dispose of excess length by wrapping in newspaper and placing in
trash. The collar must be worn loosely so that twe fingers may be placed between collar and
dog’s neck. Living and rest areas of pet must alse be treated with appropriate pest control
measures to ensure control of pests. Wetting will not impair the collar’s eftectiveness or the pet’s
protection. If the dog goes swimming or is out in the rain, il 18 not necessary to remove the collar.
Deltamethrin 4% Collar may be used in addition 1o a lead or constraint collar. Use enly one
Deltamethrin 4% Collar at a time.

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage and disposal.

Pesticide Storage: Store this product in a cool, dry place away from children and pets.
Pesticide and Container Disposal: Do not reuse container or used colfar, Dispess of in trash.

IMPORTANT NOTICE: DISCLAIMER

Read “IMPORTANT NOTICE: DISCLAIMER” before buying or using. I terms are not acceptable, return at once
uniopened. Tothe extent consistent with applicable law, INTERVET INC. warrants only that the product conforms
to the chemical description on the label and is reasonably fit for the purpose stated on the label when used in
accordance with the directions under normal conditions of use. This warranty does nof extend to th_(ﬁge of this
product contrary to {abel instructions or under abnormal conditions, or under conditions not reasonably foresecahle
to INTERVET INC., and user asstimes the risk of any such use. To the extent consistent with applidahié law,
INTERVET INC. MAKES NO OTHER WARRANTY, EXPRESSED OR IMPLIER: INCLUDING ANY
IMPLIED WARRANTY OR FITNESS FOR A PARTICULAR PURPOSE OR OF MERECHANTABILITY: . In no
case shall INTERVET INC, be Liable for consequential, special, indirect or incidental darnarfesreaultmg from the
use or handling of this product. The foregoing conditions of sale and warranty can be varied orﬂy by an agrecmem

in writing signed by a duly authorized representative of INTERVET INC. et .
Part No. xxxxx Universal Product Code Number (Baz' :C;c;de)
Product if France S
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Deltamethrin 4% Collar page: dof 4
EPA Reg. No: 6845]1-1 revision date: $2-23-10

OPTIONAL/ALTERNATE LABEL TEXT

Kills Fleas and Ticks for up to 6 Months

Long lasting protection for up to 6 months

Continuous protection

Kills Ticks {including deer ticks which may carry Lyme disease)

Kills Ticks (which may carry Rocky Mountain Spotted Fever)

Also kills fleas

Kills fleas

(Deltamethrin 4% Collar) {alternate brand name) may be useful for dogs susceptible to Flea Allergy Dermatitis (FAD)
(Deltamethrin 4% Collar) (alternate brand name) kills fleas that may canse Flea Allergy Dermatitis (FAD)
(Delamethrin 4% Colar) (alternate brand name) kills fleas that may cause anemia,

(Deltamethrin 4% Collar) (alternate brand name} kills fleas that may cause bartonellosis.

{Deltamethrin 4% Collar) (alternate brand name) Kills fleas that may transmit tapeworms.

The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder known as flea allergy
dermatitis (FAD). (Deltamethrin 4% Collar) (alternate brand name kills fleas and may reduce the incidence of FAD

Kills ticks

{Deltamethrin 4% Collar) (alternate brand name} kills ticks that may cause babesiosis.
(Deltamethrin 4% Collar) (alternate brand name} kills fleas that may cause anaplasmosis.
Patented insecticide-release techinology

Wetting will not impair the collar’s effectiveness or the pet’s protection

Not affected by water

Water resistant Ccen
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2 : Intervet
"
7 lnterVEt Schering-Plough Animal Health

—y . .
’f Schering-Plough Animal Health 356 Murmss Sverme, R3-31510
Summni, MIO7901-1330 USA
T 908.473.3351
I D08373-3393
wivw schertng-plough com

Apimal Health

Patriciz A. Shechy
Aamager, Regulalory Affairs

February 23, 20[0

Kimberly Nesci

Registration Diviston (7504 P}

Office of Pesticide Products

US. Environmental Pratection Agency
Rootn §-4900, One Potomac Yard
2777 South Crystal Dirive

Arlington, VA 22282-4501

RE: Deltamethrin 4% Collay (EPA Reg. No. 68451 -1}
Notification per PR Notices 98-10 and 20074

Dear Ms. Nesci:

Following my conversation with Melody Banks this moming Intervet Inc has removed the statements previoushy
submitted in our December 22, 2009 notification that do not falf within the scope of PR Notice 98-10 and PR Motice
20074 related to vector borne diseases. Intervet Ine is providing the enclosed notification to update the Iabe! per PR
MNotices 98-10 and 2007-4.

Natification of Deftamethrin 4% Cotlar per PR Notice 8-10. “This notification is consistent with the provistons of
PR Notice 88-10 and EPA regulations at 40 CFR 152,46, and no other changes have been made to the labeling or the
confidential stutement of formula of this product. { understand that ir is a violation of 18 US.C. See. 1001 to
wilifully make any false statement to EPA. I further understand that if this notification is not consistent with the
terms of PR Notice 98-10 and 40 CFR 132.46, this product may be in violation of FIFRA and | may be subject to
enforcement action and penalties under sections (2 and 14 of FIFRA™,

Notification of label changed per PR Notice 2007-4 and to make minor text changes, “This notification is consistent
with the suidance in PR Notice 2007-4 and the requirements of EPA’s regulations at 40 CFR §156.10, 136,140,
136,144, 136,146, and 156.136. No other changes have heen made to the Iabeling or the Confidential Statement of
Formiula for this produet. [ understand that it 1s a viclation of 18 U.5.C. See. 18001 to willfully make any false and
misleading slatement te EPA. | further understand that if the amended label is not consistent with the requircments
of 40 CFR § 136.10, 156.140, 136.144, 136146, and 156.136, this product may be in violation of FIFRA auu’:nay
be subject to enforcement action and penalties under sections 12 and £4 of FIFRA™, siow

[ L3

-
Lt

Please find the tollowing documents attached in sepport ¢f this notitication:

1} Motification application form, coutns

2} Cne highlighted version of the revised label, and A R

3} One ¢lean version of the revised fabel, veoweno € R
- [ 2 AR

LS

[f you have any questions or comments regarding this submission, please contact me at 362 24;'—55 | or via‘e- m’nl
af patriciasheehyi sp intervel.com TRE

L 5
e bown B

LT M pTTTY )
S);rcgre@ ,/j e f < :..\ . ¢ L
/_/,” ";.:—;;‘;é:.;;“' : £&7 /-.C.—r( ‘:";( o e .
bt Ty M, /T
* Manager, Regulatory Affairs Py

cnclosnres
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1%, Wame and Address of Applicont (frelude ZIRP Codsj

i

Plasie read ingtriictions on reverss befors comaplating form.

United State:
aEPA mied States

i
H

. Forrﬁ Approved O;UI .
Registration

Amendment
v | Other

Application for Pesticide - Section |
Z. EPA Product Mangger
Kimberly Nesci

PMF
PM # 13

€. Expedited Raveiw. In accordance with FIFRA Section 3{oi(3)
{6Hil, my product is simitar or identical in compasition and labeling
1w -

EPA Reg. No.

QPP [dentifisr Number

Environmental Protection Agency

Washington, DC 204680

3. Fropasad Classification
|

T —
iijNons L_| Restrictad

1. Company/Produet Numbar
£8451-1

4. CompenyProduct {Neme}
Deltamethrin 4% Collar

intervet inc.
56 Livingston Avenue, R-3-3153G
Roseland, New Jersey 07088

o
] ¥ l Chack # this is & new address

Froduct Name
Section ~ H

—

e

O

APR 1y 2om

T
| ’ Amendrment - Explain below, i Final printad tgbais in repsonse to iﬁnﬁ i gb EQ&&TQ
Agency lattar datsd

[ } Rasubmisgion in response to Agencylettar dates - i i "Me Too"” Application.
| A )

] s I Other - Explain below.

[ ! Notificalion - Explein Delow,

Explanation: Use sdditions! pegels) if necezsary. (For section | and Section (i}

NOTIFICATION OF DELTAMETHRIN 4% COLLAR PER PR NOTICE 98-10., Notification of lzbel changed per PR Netice 20074 and te make minor text
changes. This rolification is consistent with the guidance in PR Notice 2007-4 and the requirements of EPA's regulations at 40 CFR §186.10, 156,140,
156,144, 156.1456, and 156.158. No other changes have been made o the fabefing or the Confidential Statement of Formuia for this product, | understand that
it is 2 violation of 18 U.S.C. Sec. 10001 to willfully make any false and misleading statemant to EPA. | further undersiand that if the amended [abel is not
consistent with the requirernents of 40 CFR § 156.10, 186.140, 156.144, 156,148, and 156,156, this product may be in violation of FIFRA and [ may be sullect
- enforcement action 2nd penalties under sections 12 and 14 of FIFRA

Section - i}

I Material Thix Produst Will Bs Peckaged In:

Chikd-Resistent Packaging

.; Unit Prekaging

wator Soluble Packsging

2. Type of Contsinor

H Yes E E‘/ ¥ Yos D .- Yas g i Motal
! ! Pastic
v | No | ! No i ¥ ! No - Glass
. . F1f myes” No. per If “Yas" No. par Faper

* Certification must | ynqy Fackaging wit. contminer Peckage wot tontginar Uther {Specify}

be submitted |

4. Sizo(s} Relail Conteiner 5. Location of Labe! Directions

3. Location of Net Contents Information
E J:I Cn carton

L" Lahal LJ Container 1-coflar net wgt 0.5 oz
8. Mannaer in Which Leba! ig Affixed to Product Ethcgmlphd [i’j Othar _ Cartan label - /f&-}t Y=d f’
J ’ spar glue
Stf_ﬂei g
Saction - IV
1. Contact Point {Complate iterms directly below for identification of individuo! 1o be contected, i necessary. to process this epplcation.)
Nome { Tide Telaphona No. {fnciuds Area Codel
Pairicia A. Sheshy, M.S. l Manager, Regufatory Atfairs (362) 245-2551
Certification 6. Uate Application
! eartity thet the statemonts [ have made on this form and all ettachmants thereto are trus, nccurate sodd complots. Receivod
| acknowliedge thet any knowlinglly falss or misiending statarment may bs punizhabls by fine o7 imprisceenent or {Stsmped}
both urrdar applicebie law. )
2. Siw P 3, Title .
el / PRy ;’) fznager. Fregulstory Afzirs
F it P-4 o v,%’ .
td
sd Name ;}/ o . Dats - ) s ;
et ’ N udrrttrsserat - 2Ees
Patricla A. Sheehy, M.5. 3-25H40 it ?; ‘
g‘ i3 ';\- ) f O U : P2
EPA Form B570-1 {Rav. 3-94) Previous sditions are cbsolets. YWhite - BPA File Copy {odgined) Yaltow « Applicant Copy
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Form Apprové  JMB No. 2070-0080, Approvel gxpires 22895

Plaasas read instructions on reverss before com  jrg form.

SEPA

Unitad States

Environmental Protection Agency
Washington, DC 20460

Registration
Amendment
Other

v

OFPF ldentifier Numbar

Application for Pesticide - Section |

1. Compseny/Product Numbar
68451-1

2. EPA Product Maneger
Kimberly Nesci

4, Compeny/Product (Nama)
Deltarnethrin 4% Callar

PM#
PM#13

3. Proposed Clasaification

5. Name and Addrass of Applicant finciude ZIFP Cadef

intervet Inc.,
56 Livingston Avenue, R-3-31563G
Roseland, New Jersey (7088

Chack if this is 8 new eddress

to:
EPA Reg. No.

6. Expedited Raveiw. In accardance with FIFRA Section 3{c){3]
{b}{i}, my product is similar or identical in composition and tabeling

Product Name

Section - il

D Amsndmasnt - Explain balow.
D Resubrnission in response to Agancy Jetter datad

E | Notification - Explain balow.

Finaf printad lebais in repacnsa to
Agancy latter dated 3
"Ma Too" Application, )

Othar - Explain balow,

APR 15 2010

Explanation: Usa additional pageis} if nacassary. {Fos section | and Saction il

NOTIFICATION OF DELTAMETHRIN 4% COLLAR PER PR NOTICE 28-10. Neotification of labe! changed per PR Notice 2007-4 and to make minor text
changss. This nolification is consistent with the guidance in PR Notice 2007-4 and the requirements of EPA's requlations at 40 CFR §156.10, 156.140,
156.144, 156.146, and 156.156. No other changes have been made fo the labeling or the Confidential Statement of Formula for this product. | understand that
itis a violation of 18 U.8.C, Sec. 10001 to williully make any false and misleading staiement to EPA, | further understand that if the amended Iabel is not
consistent with the requirements of 40 CFR § 156,10, 156.140, 156.144, 156.146, and 156.158, this product may be in violation of FIFRA and | may be subject

l~ enforcement action and penallies under sections 12 and 14 of FIFRA

Section - Il

1. Material This Product Will Bs Packaged In:

Child-Resistant Packaging Unit Packaging

Water Sclubie Packaging 2. Typa of Container

be submitted

; Yns B Yeg B Yas Matal
Plastic
No No No [ Glass
spr g If *Yag" No. per i "Yas" Ne. par Papar
* Cortification must | (nit Packaging wgt,  containsr Package wgt containas

Othar {Specify)

3. Location of Nat Contents infarmation

L-' Labat u Centainer

4, Sizelg) Retail Containar

5. Location of Labsf Directions

8. Mannar in Which Label iz Affixed to Product ‘!Uthoqraph U Othar s
| Papar ghiad T

; Stancilad Teeve
Section - {V Rl Y.

1. Contact Point {Completa items directly balaw far identificetion of individusl to be contacted, if necessary, to procass this app}icer.{an. }

Nama
Fatricia A, Sheehy, M.S.

Title
Manager, Regulatory Affairs

;.Talf‘:'p?;ma Noj {Incliide Aroa Coda)
- (832} 745-355"

(20 %

£ f LT

bath under epplicable law,

Certification .
| cartify that tha statemants | have made on this form and sil attachmenis tharato are true, eccurate and com:-:!:t'u-.
i acknowladgae that eny knowlinglly felse or misleading statamant may be punishable by fine or imprisonmant or

[ 3 A

3. Title
Manager, Regulatory Affairs

Patricia A. Sheehy, 4.8,

{ L 3/// i A
|47 Tvped Name = 2 S, Data

2-23-2010

5. Dace Apptication
Racaisd

¢ AStiémped}

i
AR

EPA Form 8574-1 {Rev. 3-24| Pravicus editions are chsolatas,

White - EPA File Copy loriginall

YeRlow - AppHcant Copy



Deltamethrin 4% Collar 1 page: lof 4
HPA Reg. No: 68451-1 reviston date: (02-23-10

DELTAMETHRIN 4% COLLAR
FLEA & TICK COLLAR FOR DOGS

Alternate Brand Names:

SCALIBOR® Flea and Tick Coliar for Dogs SCALIBOR® Collar with Deltamethrin
SCALIBOR® Flea & Tick Collar for Dogs SCALIBOR® Collar with 4% Deltamthrin
SCALIBOR® Dog Collar for Flea and Tick Control SCALIBOR® L.ong Lasting Collar for Dogs
SCALIBOR® Dog Collar for Flea & Tick Control SCALIBOR® Full Season Collar for Dogs
SCALIBOR® Deltamethrin Collar for Dogs SCALIBOR® Collar for Dogs

SCALIBOR ® 6-Month Collar for Dogs SCALIBOR® Protector Band for Dogs

SCALIBOR® 6-Month Flea and Tick Collar for Dogs
SCALIBOR® 6-Month Flea & Tick Collar for Dogs NOTIFICATION
" ! 5 1
SCALIBOR® Six Month Collar for Dogs APR 1% 781
SCALIBOR® Six Month Flea and Tick Collar for Dogs

SCALIBOR® Six Month Flea & Tick Collar for Dogs

ACTIVE INGREDIENT: Percentage by Weight
Deltamethrin ..o 4.0%
INERT INGREDIENTS ... 96.0%
Total 100.0%

CAUTION: Do Not Let Children Play With This Collar

See Insert or Side Panel for additional Precautionary Statements oo
See Back for additional Precautionary Statements ecn

F Y -

Adjustable — One Size Fits All

_— EX
oL % E

1PA Reg No. 68451-1 EPA Fist. No. 6345 1-FRA-1 NET.CONTENTS: 1 Collar
NET WT.i65 o2

Distributed by: ‘.

Intervet Inc. o

Roseland, NJ 07068

Product of France
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Deltamethrin 4% Collar page: 2of 4
EPA Reg. No: 68451-1 revision date: (2-23-10

READ ENTIRE LABEL BEFORE EACH USE
USE ONLY ON DOGS

Deltamethrin 4% Collar provides full season, up to 6 months protection against fleas and ticks

PRECAUTIONARY STATEMENTS
Hazards t¢ Humans and Demestic Animals

CAUTION:
Do not open protective pouch until ready to use. Do not let children play with this collar.

[Iarmful if swallowed or absorbed through skin. Causes moderate eye irritation. Avoid contact with
skin, eyes, or clothing. Wash thoroughly with soap and water after handling.

Do not use on puppies under 12 weeks. Consult a velerinarian before using this product on
debilitated, aged, pregnant, medicated, or nursing animals. Sensitivities may occur after using ANY
pesticide products for pets. If signs of sensitivity occur, remove collar and bathe your pet with mild
soap and rinse with large amounts of water. If signs continue, consult a veterinarian immediately.

This collar is intended for use only as an insecticide generator and 1s not to be taken internally by man
or animals. Applying other pesticides on the dog may not be necessary while the collar is being worn.

FIRST AID

If swallowed | e Call poison control center or doctor immediately for treatment
advice.

e Have person sip a glass of water if able to swallow.

¢ Do not induce vomiting unless told 10 do so by the poison control
center or doctor.

e Do not give anything by mouth to an unconscious person.

If onskin or | e Take off contaminated clothing.

clothing e Rinse skin immediately with plenty of water for 15 — 20 minutes.
» Call a poison control center or doctor for treatment advice.

If in eyes e Hold eye open and rinse slowly and gently with water for 15 - 20
minutes.

e Remove contact lenses, if present, after the first 5 minules, then
continue rinsing eye,
» Call a poison control center or doctor for treatment advice.

For incidents involving HUMANS, call 1-800-680-9206

For incidents involving ANIMALS, call 1-800-548-2423
Have the product container of label with you when calling a poison control center or
doctor, or going for treatment.
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Deltamethrin 4% Collar page: 3of 4
EPA Reg. No: 68451-1 revision date: 02-23-10

DIRECTIONS FOR USE: 1t is a violation of Federal law to use this product in a manner
inconsistent with its labeling.

Deltamethrin 4% Collar, contaming deltamethrin insecticide, has been specially formulated using
patented insecticide-release technology. Maximum effectivencss may not occur for 2-3 weeks
after collar placement. Fleas (Ctenocephalides sp.) on the dog will be killed and ones which are
present in the dog’s environment that may appear on your pet will be killed. Collar will also kill
ticks for up to 6 months. Collar will kill ticks including Brown doyg tick (Rhipicephalus
sanguineus), American dog tick (Dermacentor variabilis), and deer ticks (Ixodes scapularis and
Ixodes pacificus) which may carry the Lyme disease. This eollar should be worn continuously.
Reapply a new collar every 6 months,

Place the collar around dog’s neck, buckle and adjust for proper fit. Cut off approximately 2
inches from the buckle and dispose of excess length by wrapping in newspaper and placing in
irash. The collar must be wom loosely so that two fingers may be placed between collar and
dop’s neck. Living and rest areas of pet must also be treated with appropriate pest control
measures to ensure conirol of pests, Wetting will not impair the collar’s effectiveness or the pet’s
protection. If the dog goes swimiming or is out in the rain, it 15 not necessary to remove the collar.
Deltamethrin 4% Collar may be used in addition to a lead or constraint collar. Use only one
Deltamethrin 4% Collar at a time.

STORAGE AND DISPCSAL
Do net contaminate water, food, or feed by sterage and disposat.

Pesticide Storage: Store this product in a cool, dry place away from childran and pets.
Peasticide and Cosntainer Disposal: Do nol reuse container or used collar. Dispose of iy trash.

IMPORTANT NOTICE: DISCLAIMER

Read *IMPORTANT NOTICE: DISCLAIMER” before buying or using. [fterms are not acoepsable, return at once
unopened. To the extent consistent with applicable law, INTERVET INC. warrants only that the product conforms
to the chemical description on the label and is reasonably fit for the purpose stated on the label when used in
accordance with the directions under normal conditions of use. This warranty Joes not extend to the use of this
produet contrary to label instructions or under abnormal conditions, or under conditions not reasonably foreseeable
(o INTERVET INC,, and user assumes the risk of any such use. To the extent consisient with applicable law,
INTERVET INC. MAKES NO OTHER WARRANTY, EXPRESSED OR IMPLIED, INCLUDING ANY
IMPLIED WARRANTY OR FITNESS FOR A PARTICULAR PURPOSE OR OF MERCHANTABILITY. Inno
case shall INTERVET INC. be liable for conseguential, special, indirect or incidental damages resulting from the
use or handling of this product. The foregoing conditions of sale and warranty can be varied only by an agreement
in writing signed by a duly authorized representative of INTERVET INC.

Part No. xxxxx Universal Product Code Number (Bar Code)
Productif France
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Deitamethrin 4% Coliar page: 4of 4
EPA Reg. No: 68451-1 revision date; 02-23-1Q

OPTIONAL/ALTERNATE LABEL TEXT

Kills Fleas and Ticks for up to 6 Months

Long lasting protection for up to 6 months

Continuous protection

Kills Ticks {(including deer ticks which may carry Lyme disease)

Kills Ticks {which may carry Rocky Mountain Spotted Fever)

Also kills fleas

Kills fleas

(Deitamethrin 4% Collar) {alternate brand name} may be useful for dogs susceptible o Flea Allergy Dermatitis (FAD)
{Dettamethrin 4% Collar) {alternate brand wame) kills fleas that may cause Flea Allergy Dermatitis (FAD)
(Deltamethrin 4% Collar) (alternate brand name) kills fleas that may cause anemia.

{Deltamethrin 4% Collar) (alternate brand name) kills fleas that may cause bartonellosis.

{(Deltamethrin 4% Collar) (alternate brand name) kills fieas that may fransmit tapeworms.

The successive feeding activity of fleas on dogs may elicif a hypersensitivity skin disorder known as flea allergy
dermatitis (FAD). {Deltamethrin 4% Collar) (aliernate brand name kills fleas and may reduce the incidence of FAD

Kills ticks

{Deltamethrin 4% Collar) {alternate brand name) kills ticks that may cause babesiosis.
{Deltamethrin 4% Collar) (alternate brand name) kills fleas that may cause anaplasmosis,
Patented insecticide-release technology

Wetting will not inipair the collar's effectiveness or the pet’s protection

Not affected by water

Water resistant
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Deltamethrin 4% Collar page: 1 of 4

EPA Reg. No: 68451~ revision date: 02-23-10

DELTAMETHRIN 4% COLLAR
FLEA & TICK COLLAR FOR DOGS

Alternate Brand Names:

SCALIBOR® Flea and Tick Collar for Dogs SCALIBOR® Collar with Deltamethrin
SCALIBOR® Flea & Tick Collar for Dogs SCALIBOR® Collar with 4% Deltamthrin
SCALIBOR® Dog Collar for Flea and Tick Control SCALIBOR® Long Lasting Collar for Dogs
SCALIBOR® Dog Collar for Flea & Tick Centrel SCALIBOR® Full Scason Collar for Dogs
SCALIBOR® Deltamecthrin Collar for Dogs SCALIBOR® Collar tor Dogs

SCALIBOR ® 6-Month Collar for Dogs SCALIBOR® Protector Band for Dogs
SCALIBOR® 6-Month Flea and Tick Collar for Dogs

SCALIBOR® 6-Month Flea & Tick Collar for Dogs NOTFICATION
SCALIBOR® Six Month Collar for Dogs APR 15 2010

SCALIBOR® Six Month Flea and Tick Collar tor Dogs
SCALIBOR® Six Month Flea & Tick Coliar for Dogs

ACTIVE INGREDIENT: Percentage by Weight
Deltamethrin ..o 4,0%
INERT INGREDIENTS o, 96,0%
Total 100.0%

CAUTION: Do Not Let Children Play With This Collar

See Insert or Side Panel for additional Precautionary Statements
See Back for additional Precautionary Statements

Adjustable - Oae Size Fits All

EPA Reg No. 68451-1 EPA Est. No. 68431-FRA-1 NET CONTENTS: 1 Collar
' NETWT. 090z

Distributed by:

Intervet Inc.
Roscland, NI 07008

Product of France
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Deltamethrin 4% Coliar page: 2of 4
EPA Reg. No: 68451-1 revision date; 02-23-10

READ ENTIRE LABEL BEFORE EACH USE
USE ONLY ON DOGS

Deltamethrin 4% Collar provides full season, up to 6 months protection against fleas and ticks

PRECAUTIONARY STATENMENTS
Hazards to Humans and Domestic Animals

CAUTION:
Do not open protective pouch until ready to use. Do not let children play with this collar.

Harmful if swallowed or absorbed through skin. Causes moderate eye irritation. Avoid contact with
skin, eyes, or clothing. Wash thoroughly with soap and water after handling.

Do not use on puppies under 12 weeks. Consult a veterinarian before using this product on
debilitated, aged, pregnant, medicated, or nursing animals. Sensitivities may occur after using ANY
pesticide products for pets. If signs of sensitivity occur, remove collar and bathe your pet with mild
soap and rinse with large amounts of water. If signs continue, consult a veterinarian immediately.

This collar is intended for use only as an insecticide generator and is nof to be taken internally by man
or animals. Applying other pesticides on the dog may not be necessary while the collar is being worn.

FIRST AID

If swallowed | e Call poison control center or doctor immediately for treatment
advice.

o Have person sip a glass of water if able to swallow.

¢ Do not induce vomiting unless told to do so by the poison control
center or doctor.

If on skin or | e Take off contaminated clothing.

clothing e Rinse skin immediately with plenty of water for {3 — 20 minutes.
o Cull a poison control center or doctor for treatinent advice.

Ifin eves = Hold cve open and rinse slowly and gently with water for 15 - 20
minutes.

e Remove contact lenses, if present, after the first 3 minutes, then
continue rinsing eye.
¢ Call a poison control center or doctor for treatment advice.

For incidents involving HUMANS, call 1-800-680-9206

For incidents involving ANIMALS, call 1-800-348-2423
Have the product container ot label with you when calling a poison control center or
doctor, or going for lreatment.
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Deltamethrin 4% Coliar page: 3 of 4
EPA Reg. No: 684231-1 revision dater 02-23-10

DIRECTIONS FOR USE: It is a violation of Federal law 1o use this product in a manner
inconsistent with its labeling,

Dettamethrin 4% Coliar, containing deltamethrin insecticide, has been specially tormulated using
patented insecticide-release technology. Maximum etfectiveness may not occur for 2-3 weeks
after collar placement, Fleas (Cienocephalides sp.) on the dog will be killed and ones which are
present in the dog’s environment that may appear on your pet will be killed. Collar will also kiil
ticks for up to 6 months, Collar will kill ticks including Brown dog tick (Rhipicephalus
sanguineus), American dog tick { Dermuacentor variabilis), and deer ticks (Ixodes scapularis and
Ixodes pacificusy which may camry the Lyme disease. This collar should be worn continucusly.
Reapply a new collar every 6 months.

Place the collar around dog’s neck, buckie and adjust for proper fit. Cut off approximately 2
inches {rom the buckle and dispose of excess length by wrapping in newspaper and placing in
trash., The collar must be wom {oosely so that two fingers imay be piaced between collar and
dog’s neck. Living and rest areas of pet must also be treated with appropriate pest control
measures to ensure control of pests, Wetting will not impair the coliar’s etfectiveness or the pet’s
protection. I the dog goes swimming or is out in the rain, it is not necessary to remaove the collar.
Deltamethrin 4% Collar may be used in addition 1o a lead or constraint coliar. Use only one
Deltamethrin 4% Coilar at a time.

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by starage and disposal.

Pesticide Storage: Store this product in a cool, dry place away from children and pets.
Pesticide and Container Disposal: Do not reuse container or used collar. Dispose of in trash.

IMPORTANT NOTICE: DISCLAIMER

Read "IMPORTANT NOTICE; DISCLAIMER™ before buying or using, [fterms are not acceptable, return at once
unopened. To the extent consistent with applicable law. INTERVET INC. warrants only that the product conforms
to the chemical description on the label and is reasonably fit for the purpose stated on the labet when used in
accordance with the directions under normal conditions of use. This warranty does not extend to the use of this
product contrary to label instructions or under abnormal conditions. or under conditions not reasonatdy foresecable
to INTERVET INC.. and user assimes the visk of any such use. To the extent consistent with applicable law,
INTERVET INC, MAKES NO OTHER WARRANTY, EXPRESSED OR IMPLIED, INCLUDING ANY
IMPLIED WARRANTY QR FITNESS FOR A PARTICULAR PURPOSE OR OF MERCHANTABILITY. Innc
case shall INTERVET INC. be linble for conseguential special, tadirect or incidental damages resulting from the
use or handling of this product. The Forczoing conditions of sale and warranty can be varted only by an agreenient
i writing signed by & duly anthorized representative of INTERVET INC.

Part No. xxxxX Universal Product Code Number (Bar Code)
IProduct if France
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Deltamethrin 4% Collar page: 4ot 4
EPA Reg. No: 68451-1 revision date: 02-23-1¢

OPTIONAL/ALTERNATE LABEL TEXT

Kills Fleas and Ticks for up to 6 Months

L.ong lasting protection for up to 6 months

Continuous protecticn

Kills Ticks (including deer ticks which may carry Lyme disedase)

Kills Ticks {which may carry Rocky Mountain Spotted Fever)

Also kills fleas

Kifls fleas

{Deltamethrin 4% Collar) (alternate brand name) may be useful for dogs susceptible 1o Flea Allergy Dermatitis (FAID)
(Deltainethrin 4% Collar) (alternate brand name) kills feas that may cause Flea Allergy Dermatitis (FAD)
{Deltamethrin 4% Cellar) (aiternate brand name) kills fleas that imay cause anemia.

{ Deltamethrin 4% Collar) (alternate brand name) kills fleas that may cause bartonellosis.

{Dehamethrin 4% Collar) {alternate brand name} kills fleas that may transinit tapeworms.

The suceessive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder known as flea allergy
dermatitis {FAD). (Deltamethrin 4% Collar) (alternate brand name kitls fleas and may reduce the incidence of FAD

Kills ticks

(Leliamnethrin 4% Collar) {alternate brand name) kills ticks that may cause babesiosis.
(Delamethrin 4% Collar) {alternate brand name) kills fleas that may cause anaplasmosis,
Patented insecticide-release technology

Wetting will not impair the colfar’s effectiveness or the pet’s protection

ot affegted by waler

Water resistant
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; . . Schering-Plough Animal Heaith
s Schering-Plough Animal Health 554 Morrs Aven%e, R-3-3151G

Summit, NI 07901-1330 USA
T 008-473-3551

F 908-473-31395

wwhw, schering-plough.com

Animal Health

Intervet . Intervet

Patricia A, Sheehy
Manager, Reguiatory Aflairs

February 23, 2010

Kimberly Nesci

Registration Division (7504P)

Office of Pesticide Products

US. Environmental Protection Agency
Room $-4900, One Potomac Yard
2777 South Crystal Drive

Arlington, VA 22202-4501

RE: Deltamethrin 4% Collar (EPA Reg. No. 68451 -1)
Notification per PR Notices 98-10 and 2007-4

Dear Ms. Nesci:

Following niy conversation with Melody Banks this morning Intervet Inc has removed the statements previously
submitted in our December 22, 2009 notification that do not fall within the scope of PR Notice 98-10 and PR Notice
2007-4 related to vector borne diseases. Intervet Inc is providing the enclosed notification to update the label per PR
Notices 98-10 and 2007-4.

Notification of Deltamethrin 4% Collar per PR Notice 98-10. “This notification is consistent with the provisions of
PR Notice 98-10 and EPA regulations at 40 CFR 152.46, and no other changes have been made to the labeling or the
confidential statement of formula of this product. [ understand that it is a violation of 18 U.S.C. Sec. 1001 to
willfully make any false statement to EPA. 1 further understand that if this netification is not consistent with the
terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in violation of FIFRA and I may be subject to
enforcement action and penalties under sections 12 and 14 of FIFRA”.

Notification of label changed per PR Notice 2007-4 and to make minor text changes. “This notification is consistent
with the guidance in PR Notice 2007-4 and the requirements of EPA’s regulations at 40 CFR §156.10, 156.140,
156.144, 156.146, and 156.156. No other changes have been made to the labeling or the Confidential Statement of
Formula for this product. [ understand that it is a viclation of 18 U.S.C. Sec. 10001 to willfully make any false and
misleading statement to EPA. I further understand that if the amended label is not consistent with the requirgments
of 40 CFR § 156.10, 156.140, 156.144, 156.146, and 156.156, this product may be in violation of FIFRA «nd { freay
be subject to enforcement action and penalties under sections 12 and 14 of FIFRA"™,

£ £
P <
£

Please find the following documents attached in support of this notification: Lettcn o
1) Notification application form, : Cr v«
2) One highlighted version of the revised label, and secces vt
3} One clean version of the revised label. cx cee

LLUGg Loee L

1f you have any questions or comments regarding this submission, please contact me at 862-245:3551 or via -mail
at petricia. shechy(@sp.intervet.com ¢

CiLoenn
T

LA 4
4 £
g g

Manager, Regulatory Affairs
enclosures
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“EPA

Environmental

i

United Statas Registration QFP ldentifisr Number
Protection Agency Amendment |
Washington, 0C 20460 . : ' 7 | Other E

¢

; Application for Pesticide - Section |

1. Company{Produst Number

2. EFA Product Manager

3. Proposed Classification

£8451-1 Kimberly Nesci
4_ Company/Product (Nems) T
Deitamethrin 4% Collar PM#13

l ¥ ihlorw l ’ Restricted

Intervet Inc.
56 Livingston Avenue, R-3-3153CG
Roseland, New Jersey 07068

fg i o
[¢ Il Check ¥ this is o new oddrass

5. Nams and Address of Applicent finclude ZiF Codrf

6. Expedited Hevelw.

LS
EPA Reg. No.

In aggordance with FIFRA Section 3iei(3)
{b}ii}, my product is similar or identical in compasition and labeling

Product Name

Section - Ui

t Amendmant - Explain talow,

H 1 Hotification - Explain Ealow.
L

r "1 Rasubrmission in response to Agencylefterdetad . L i : ’

L]

Agsncy lanar dated
“Me Too™ Application.

Othar - Explain batow,

7]

Fina! printsd lebals in repsonsa to

MOTIFICATION
APR 13 2010

Exp!anation: Uss additionst page(si if nacessary. For seetion | and Section H.!

NOTIFICATION OF DELTAMETHRIN 4% COLLAR PER PR NOTICE 958-10, Netification of fabel changed per PR Natice 20074 and o make minor text
changes. This notification is consistent with the guidance in PR Notice 2007-4 and the requirements of EPA's nogulations at 40 CFR §156.10, 155.14¢,
156,144, 156,145, and 156,156. Mo other changes have been mads to the fabeling or the Confidential Statement of Formuta for this produrt. | understand that
it a violation of 12 UL.5.C. Sec. 10007 to willfully miake any fatse and misleading slatement to EPA. | further understand that if the amended labet s not
consigtent with the requirements of 40 CFR § 156,10, 156,140, 158. 144, 156,148, and 15§.156, this praduct may be in viclation of FIFRA and | may be subjeci
. enfprcemant golion and penalties under sections 12 and 14 of FIFRA

Section - Ml

‘ ‘Y. Mertarial Thiw Product “ﬁ[! Be Packaged In:

be submitted

Uhild-Rasistant Peckaging 1 Unit Paskaging Water Scluble Packaging
i Yas Yeou Yos i E Maotel
; i Plastic
———namm ]
LY e E 7] o ] Glase
. , 1 "Yos" No. per H *Yeas~ No. par v | Paper
* Cartification must Unit Packaging wgt. cantainar Package wgt containar | Other {Sgpacifyl

2. Typa of Contsirer

3, Loeetion of Hat Contants Information

Pl
[\/ Labal U Cantainer

4. Sizels) Ratail Container

1-collar netwgt 0.8 oz

5. Locazion of Labai Directions

t’_—i On carton

8. Manner in Which Labet i Affixed 1o Product

{’i’_i Other Carton label -

12 f_

=
Stencied

MHA&
o

Saction - iV

1. Comtact Point {Complete iterns divectly below For identiffcation of individual to be contscted, i necessary, 1o procass this appfication.

Narrte
Patricis A, Sheehy, M.8.

i'ﬁt!a :
l Manager, Regulatory Affairs

Tataphonn No. {include Aree Toda)
(BB2} 2453557

Certification 6. Dats Applicetion
f esrtify that the statamants | have made on this form and ail attachmenta thersto ars trus, accurate snd complata, Aeceived
I acknawiedge that any knowiinglly felsa or misleading staterment may De punishskie Dy fine or Imprisonment of {Stampedi
both urder applicable taw,
2.W 3, Tids )
Mananer, Regultratory Affefg
2z %/ e -
pad Hamae 5. Data ;
v o e Priplie it
ratricia A, Sheehy, M.S, 22540 lx MM /?
G 828 2010 Muldieoad .

EPA Formm B8570-1 [Rev, 2-941 Pravicus adilions ate obscleta,

White -

5. Fis Copy (origined)

Yellow - Applicam Copy
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Deltamethrin 4% Collar PM# 13
&§. Name and Address of Applicent /inc/uda ZIP Cade) 6. Expedited Reveiw. In accordance with FIFAA Section 3{cH3)
Intervet Inc. {e}il, my product is similar or identical in compesition and labeling
L to:

56 Livingston Avenue, R-3-3153G EPA Reg. No.
Roseland, New Jersey 07068

E} Chock if this is a8 new address Product Name

Section - H
D Amandmont - Explain below. E } Final printed labsis in repsonse to
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D Notification - Explain halow, hay - Explain batow., APQ % b zmﬁ

Explanation: Uss edditional pagels} if nacessary. (For section | and Section ikJ

MOTIFICATION OF DELTAMETHRIN 4% COLLAR PER PR NOTICE 98-10, Notification of {abs! changsd per PR Notice 2007-4 and {o make minor text
chianges. This notfication is consisient with the guidance in PR Netice 2007-4 and the requirements. of EPA’s regulations at 40 CFR §1568.10, 156.144,
156,144, 156,146, and 156.156. No other changas have been made 1c the labeling or the Confidential Statament of Formmula for this product, | understand that
it is a vislation of 18 U.S.C. Sec. 10001 to wiliully male any false ond mislsading statement to EFA. | further understand that if the amended lakst is not
consistent with the requirements of 40 CFR § 156.10, 156.140, 158,144, 156,146, and 156.156, this product may be in vialation of FIFRA and | may te subject
E.J “forcement action and panaltias under sactions 12 and 14 of FIFRA

- Section - {}i
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B
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Patricia A, Sheehy, M.S. Manager, Regutatory Affairs 'i‘{sa?‘} 245.3551 ¢ _
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Patricia A. Sheahy, M.S. 2-23-2010
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Deltamethrin 4% Collar page: lof 4
EPA Reg. No: 68451-1 revision date: 02-23-10

DELTAMETHRIN 4% COLLAR
FLEA & TICK COLLAR FOR DOGS

Alternate Brand Names:

SCALIBOR® Flea and Tick Collar for Dogs SCALIBOR® Collar with Deltamethrin
SCALIBOR® Flea & Tick Collar for Dogs SCALIBOR® Collar with 4% Deltamthrin
SCALIBOR® Dog Collar for Flea and Tick Control SCALIBOR® Long Lasting Collar for Dogs
SCALIBOR® Dog Collar for Flea & Tick Control SCALIBOR® Fuil Season Collar for Dogs
SCALIBOR® Deltamethrin Collar for Dogs SCALIBOR® Collar for Dogs

SCALIBCR @ 5-Month Collar for Dogs SCALIBOR® Protector Band for Dogs
SCALIBOR® 6-Month Flea and Tick Collar for Dogs .
SCALIBOR® 6-Month Flea & Tick Collar for Dogs NOTIFIG A O
SCALIBOR® Six Month Collar for Dogs APR 15 2010

SCALIBOR® Six Month Flea and Tick Collar for Dogs
SCALIBOR® Six Month Flea & Tick Collar tor Dogs

ACTIVE INGREDIENT: Percentage by Weight
Dejtamethrin .o ceeev e, $.0%

INERT INGREDIENTS ..o 96.0%

Total 100.0%

CAUTION: Do Not Let Children Play With This Cellar

See Insert or Side Panel for additional Precautionary Statements Jeeer
See Back for additional Precautionary Statements L
Adjustable — One Size Fits All cCUEtE
EPA Reg No. 68451-1 EPA Est. No. 68451-FRA-1 NET.CONTENTS: 1 Collar
-« NET WE.:6.9 oz
Distributed by: :
Intervet Inc. Jeene

Roseland, NJ 07068

Product of France
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Deltamethrin 4% Collar page: 2of 4
EPA Reg. No: 68451-1 revision date: (02-23-10

READ ENTIRE LABEL BEFORE EACH USE
USE ONLY ON DOGS

Deltamethrin 4% Collar provides full season, up to 6 months protection against fleas and ticks

PRECAUTIONARY STATEMENTS
Hazards to Humans and Damestic Animals

CAUTION:
Do not open protective pouch until ready to use. Do not let children play with this collar.

Harmful if swallowed or absorbed through skin. Causes moderate eve irritation. Avoid contact with
skin, eyes, or clothing. Wash thoroughly with soap and water after handling.

Do not use on puppies under 12 weeks. Consult a veterinarian before using this product on
debilitated, aged, pregnant, medicated, or nursing animals. Sensitivities may occur after using ANY
pesticide products for pets. If signs of sensitivity occur, remove collar and bathe your pet with mild
soap and rinse with large amounts of water. If signs continue, consult a veterinarian immediately.

This collar is intended for use only as an insecticide gencrator and is not to be taken internally by man
or animals. Applying other pesticides on the dog may not be necessary while the collar is being worn.

FIRST AID

If swallowed | e Call poison control center or doctor immediately for treatment
advice.

¢ Have person sip a glass of water if able to swallow.

* Do not induce vomiting unless told to do so by the poison control

center or doctor.

e Do not give anything by mouth to an unconscious person. cces
H on skin or | e Take off contaminated clothing. e _
clothing ¢ Rinse skin immediately with plenty of water for 15 - 20 MANULEs. .,

o Call a poison control center or doctor for treatment eavvce ¢
H in eyes e Hold eye open and rinse slowly and gently with watercfon 15-20¢,

+
c

minutes.
» Remove contact lenses, if present, after the first 5 mfﬁttes then"*
confinue rinsing eye.
» Call a poison control center or doctor for treatment advice.
For incidents involving HUMANS, call 1-800-680-9206 < t o
For incidents involving ANIMALS, call 1-800-548-2423 '
Have the product container of label with you when calling a poison control center or
doctor, or going for treatment.

[ o
4
L€

Lutbofog
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Deltamethrin 4% Collar page: 3of 4
[PA Reg. No: 68451-1 revision date: 02-23-10

DIRECTIONS FOR USE: It is a violation of Federal law to use this product in a manner
inconsistent with its labeling.

Deltamethrin 4% Collar, containing deltamethrin insecticide, has been specially formulated using
patented insecticide-release technology. Maximum effectiveness may not occur for 2-3 weeks
after collar placement. Fleas (Crenocephalides sp.) on the dog will be killed and ones which are
present in the dog’s environment that may appear on your pet will be killed. Collar will also kill
ticks for up to 6 months. Collar will kill ticks including Brown dog tick (Rhipicephalus
sanguineus), American dog tick {Dermacentor variabilis), and deer ticks (Ixodes scapularis and
Ixedes pacificus) which may carry the Lyme disease. This collar should be worn continucusly.
Reapply a new collar every 6 months.

Place the collar around dog’s neck, buckle and adjust for proper fit. Cut off approximately 2
inches from the buckle and dispose of excess length by wrapping in newspaper and placing in
trash. The collar must be worn loosely so that two fingers may be placed between collar and
dog’s neck. Living and rest areas of pet must also be treated with appropriate pest control
measures t ensure control of pests. Wetting will not impair the collar’s effectiveness or the pet’s
protection. lf the dog goes swimming or is out in the rain, it is not necessary to remove the collar.
Deltamethrin 4% Collar may be used in addition to a lead or constraint collar. Use only one
Deltamethrin 4% Collar at a time.

STORAGE AND DiSPOSAL
Do not contaminate water, food, or feed by storage and disposal.

Pesticide Storage: Store this product in a cool, dry place away fror children and pets.
Pesticide and Container Disposal: Do not reuse container or used collar. Dispose of in trash.

IMPORTANT NOTICE: DISCLAIMER

Read “IMPORTANT NOTICE: DISCLAIMER?” before buying or using, If terms are not acceptable, rsmm at once
unopened. To the extent consistent with applicable law, INTERVET INC., warrants only that the prodqct confomls
to the chemical description on the label and is reasonably fit for the purpose stated on the label whefi.used in
accordance with the directions under normal conditions of use. This warranty does notaxsiesd 1o the usc of this
product contrary to labet instructions or under abnormal conditions, or under conditions not reasonably foreseeable
to INTERVET INC., and user assumes the risk of any such use. To the extent consisten: w1‘h appi;cable law,
INTERVET INC. MAKES NO OTHER WARRANTY, EXPRESSED OR IMPLIED. INCLUD}\IG ‘ANY
IMPLIED WARRANTY OR FITNESS FOR A PARTICULAR PURPOSE OR OF MFRC‘-.'AT\TTABILIT_Y Inno
case shall INTERVET INC. be liable for consequential, special, indirect or incidental damages resuiting from the
use or handling of this product. The foregoing conditions of sale and warranty can be varied only by an agreement
in writing signed by a duly authorized representative of INTERVET INC. : ( ‘ o

Part No. xxxxx Universal Product Code Number {Bar Code)

Product if France
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Deltamethrin 4% Collar page: 4of 4
EPA Reg. No: 68451-1 revision date: (2-23-10

OPTIONAI/ALTERNATE LABEL TEXT

Kilis Fieas and Ticks for up to 6 Months

Long lasting protection for up to 6 months

Continuous protection

Kills Ticks (including deer ticks which may carry Lyme disease)

Kills Ticks (which may carry Rocky Mountain Spotted Fever)

Also kills fleas

Kills fleas

(Deltamethrin 4% Collar) {(alternate brand name) may be useful for dogs susceptible to Flea Allergy Dermatitis (FAD)
(Deltamethrin 4% Collar) (alternate brand name) kiiis fleas that may cause Fica Allergy Dermatitis (FAD)
(Deltamethrin 4% Collar) (alternate brand name) kiils fleas that may cause anemia.

{Deitamethrin 4% Collar) (alternate brand name) kilis fleas that may cause bartonellosis.

(Deltamethrin 4% Collar) (alternate brand name) kills fleas that may transmit tapeworms.

The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder known as flea allergy
dermatitis (FAD). (Deltamethrin 4% Collar) (alternate brand name kills fleas and may reduce the incidence of FAD

Kills ticks
(Deltamethrin 4% Collar) (alternate brand name) kilis ticks that may cause babesiosis.
(Deltamethrin 4% Collar) {alternate brand name) kiils fleas that may cause anaplasmosis.

Patented insecticide-release technology

Wetting wili not impair the colfar’s effectiveness or the pet’s protection OFF
Not affected by water et
Water resistant R ’

ce ol
-
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Deltamethrin 4% Collar page: 1of 4
IEPA Reg. No: 68451-1 revision date: 02-23-10

DELTAMETHRIN 4% COLLAR
FLEA & TICK COLLAR FOR DOGS

Alternate Brand Names:

SCALIBOR® Flea and Tick Collar for Dogs SCALIBOR® Coilar with Deltamethrin
SCALIBOR® Flea & Tick Coliar for Dogs SCALIBOR® Collar with 4% Deltamthrin
SCALIBOR® Dog Collar for Fiea and Tick Control SCALIBOR® Long Lasting Collar tor Dogs
SCALIBOR® Dog Collar for Fiea & Tick Control SCALIBOR® Full Scason Collar for Dogs
SCALIBOR® Dehtamethrin Collar for Dogs SCALIBOR®: Collar for Dogs

SCALIBOR ® 6-Month Collar for Dogs SCALIBOR® Protecior Band for Dogs
SCALIBOR® 6-Month Flea and Tick Coilar for Dogs

SCALIBOR® 6-Month Flea & Tick Cotlar for Dogs NOTIECATID B
SCALIBOR® Six Month Collar for Dogs APR 15 uin

SCALIBOR® Six Month Flea and Tick Collar for Dogs
SCALIBOR® Six Month Flea & Tick Collar for Dogs

ACTIVE INGREDIENT: Percentage by Weight
Deltamethin ..o ccrinssmecerceee v 4.0%

INERT INGREDIENTS .ciniciisnenn. 96.0%

Total 100.0%

CAUTION: Do Not Let Children Play With This Cellar

See Insert or Side Panel for additional Precautionary Statements <t
See Back for additional Precautionary Statements ce o
Adjustabie — One Size Fits All S
EPA Reg No. 68451-1 EPA Bsi. No. 68451-FRA-1 NET CONTENTS: 1 Collar
i {"-lb’f WT.' 09 oz
Distributed by: e
Intervet Inc. e

Roseland, NJ 67068

Product of France
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Deltamethrin 4% Collar page: 2of 4
EPA Reg. No: 68451-1 revision date: 02-23-10

READ ENTIRE LABEL BEFORE EACH USE
USE ONLY ON DOGS

Deltamethrin 4% Collar provides full season, up to 6 months protection against fleas and ticks

PRECAUTIONARY STATEMENTS
Hazards o0 Humans and Doemestic Animalis

CAUTION:
Do not open protective pouch until ready to use. Do not let children play with this cellar.

Harmful if swallowed or absorbed through skin. Causes moderate eye irritation. Avoid contaci with
skin, eyes, or clothing. Wash thoroughly with soap and water after handling.

Do not use on puppies under 12 weeks, Consult a veterinarian before using this product on
debilitated, aged, pregnant, medicated, or nursing animals. Sensitivities may occur after using ANY
pesticide products for pets. If signs of sensitivity occur, remove collar and bathe your pet with mild
soap and rinse with large amounts of waler. 1f signs continue, consull a veterinarian immediately.

This collar 1s intended for use only as an insecticide generator and 18 not to be taken internally by man
or animals. Applying other pesticides on the dog may not be necessary while the collar is being worn.

FIRST AID |

3

If swallowed | o Call poison control eenter or deoctor immediately for treatment
advice.

o [Have person sip a glass of water if able to swallow.

e Do not induce vomiting unless told to do so by the poisen control

center or doctor.

¢ Do not give anvthing by mouth to an unconscious person. Lreee
If on skinor | » Take off contaminated clothing. e
clothing e Rinse skin immediately with plenty of water for 15 — 20 minutés.®. .

o Call a poison control center or doctor for treamment 4dvicé. e
If in eyes » Hold eye open and rinse stowly and gently with water, for 15 — 20+, «

minutes. et e

<

continue 1insing eye. .
» Call a poison conirol center or doctor {or treatment advice, e
For incidents involving HUMANS, call 1-800-680-9206 S
For incidents involving ANIMALS, call 1-800-548-2423 ‘
Have the product container of label with you when calling a poison control center or
doctor, or going for freatment.
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Deltamethrin 4% Collar page: 3of 4
EPA Reg. No: 68451-1 revision date: 02-23-10

DIRECTIONS FOR USE: It is a violation of Federal law to use this product in a manner
inconsistent with its labeling.

Deltamethrin 4% Collar, containing deltamethrin insecticide, has been specially formulated using
patented insecticide-release technology. Maximum effectiveness may not occur for 2-3 weeks
after collar placement. Fleas (Ctenocephalides sp.) on the dog will be killed and ones which are
present in the dog’s environment that may appear on your pet will be killed. Collar will also kill
ticks for up to 6 months. Collar will kill ticks including Brown dog tick (Rhipicephalus
sanguineus), American dog tick (Dermacentor variabilis), and deer ticks (Ixodes scapularis and
Ixodes pacificus) which may carry the Lyme disease. This collar should be worn continuously.
Reapply a new collar every 6 months.

Place the collar around dog’s neck, buckle and adjust for proper fit. Cut off approximately 2
inches from the buckle and dispose of excess length by wrapping in newspaper and placing in
trash. The collar must be worn loosely so that two fingers may be placed between collar and
dog’s neck. Living and rest areas of pet must also be treated with appropriate pest control
measures to ensurc control of pests, Wetting will not impair the collar’s effectiveness or the pet’s
protection. If the dog goes swimming or is out in the rain, it is not necessary to remove the collar.
Deltamethrin 4% Collar may be used in addition te a lead or constraint collar. Use only one
Deltamethrin 4% Collar at a time.

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage and disposal.

Pesticide Storage: Stfore this productin a cool, dry place away from children and pets.
Pesticide and Container Disposal: Do not reuse container or used colfar. Dispose of in frash.

IMPORTANT NOTICE: DISCLAIMER .
Read “IMPORTANT NOTICE: DISCLAIMER” before buying or using. Ifferms are not acceptable, retug gtonce
unopened. To the extent consistent with applicable law, INTERVET INC. warrants only that the product conforms
to the chemical description on the label and is reasonably fit for the purpose stated on the label when wséd in
accordance with the directions under normal conditions of use. This warranty does not eXegdd to the us¢ of this
product contrary to label instructions or under abnormal conditions, or under conditions not reasonably foredesable
to INTERVET INC., and user assumes the risk of any such use. To the extent consistent: wnh applzcaﬁie faw,
INTERVET INC. MAKES NO OTHER WARRANTY, EXPRESSED OR IMPLIED, m CLUDING ANY
IMPLIED WARRANTY OR FITNESS FOR A PARTICULAR PURPOSE OR OF MERGIFANTABILITY. Inno
case shall INTERVET INC. be liable for consequential, special, indirect or incidental damages resulttag from the
use or handling of this product. The foregoing conditions of sale and warranty can be varied only by an abreement

(.L‘l

in writing signed by a duly authorized representative of INTERVET INC. «

SRR B

Part No. xxxxx Universal Product Code Number (Bar Code)
Product if France
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Deltamethrin 4% Collar page: 4of 4
EPA Reg. No: 68451-1 revision date: 02-23-10

OPTIONAI/ALTERNATE LABEL TEXT

Kills Fleas and Ticks for up to 6 Months

Long lasting protection for up to 6 months

Continuous protection

Kills Ticks {including deer ticks which may carry fyme disease)

Kills Ticks {which may carry Rocky Mountain Spotted Fever)

Also kills fleas

Kills fleas

(Dcitamethrin 4% Collar) (aitcrnatc brand namc) may be usefiil for dogs susceptible to Flea Allergy Dermatitis (FAD)
{Deitamethrin 4% Collar) (alternate brand name) kills fleas that may cause Ilea Allergy Dermatitis (FAD)
{Dcitamcthrin 4% Collar) (alternatc brand narc) kills flcas that may cause anemia.

(Deitamethrin 4% Collar) (alternate brand name) kills fleas that may cause bartonellosis.

(Deltamethrin 4% Collar) (alternate brand name) kills flcas that may transmit tapeworms.

The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder known as flea allergy
dermatitis (FAD). (Deltamethrin 4% Collar) (alternate brand name kills fleas and may reduce the incidence of FAD

Kiils ticks

{Deltamethrin 4% Colar) (alternatc brand name) kills ticks that may cause babesiosis.
(Deltamethrin 4% Coliar) (alternate brand name) kills fleas that may canse anaplasmosis.
Patented insecticide-release technology

Wetting will not impair the collar’s effectiveness or the pet’s protection

(44 t
Not affected by water £ Lt
. AL T I3
Water resistant ¢ 5 P
RN : ¢ Lo :
: ¢ L LG
B S 4 L L4
1 £ -
{
LA
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REG # L5457~/

Description: /7’( / / KO0 7‘”’%,/;%/2%;42/2/

check all that apply |
new stamped accepted label | g‘?
new CSF )
. b~ " gx | = | . 0
- notification 2
Instructions:

Attach this sheet fo the top of ALL material sent {0 the file réom (both loose paper and
new material in jackets). This sheet will be imaged; a clear description will aid in
finding material in the e-jacket. Remove staples from all material. If returning loose
paper then hold together with a binder or paper clip. CSFs should be placed in the
CSE folder (if returning jacket) or covered with a red CBI sheet (if returning loose
paper). Material to be returned to file rocom should be place in the appropriate bin.

Ravﬁg{iﬁ //@/p %/ ’éf /7& _ Date: oL “'“'/ 7=/
Phone: _ 305—{ 5—‘(&5 Division: /Z/(
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

Ms. Patricia A. Shechy

Intervet Inc. Corporation

56 Livingston Avenue FEB16 1010
Roseland, New Jersey 07068

Subject: PR Notice 2007-4/Rejection
Deltamethrin 4% Collar

EPA Reg. Number: 68451-1
Letter Dated 12/22/09

Dear Ms. Sheehy:

Your original request submitted to the Agency on December 22, 2009, as a Notification, did
not clearly fall within the scope of PR Notice 98-10, 2007-4, and has been rejected.

The Optional/Alternate label text on page 4 of 4 requires product performance data o
substantiate your propose labeling claims. \

You may resubmit your application under an amendment with the appropriate data or data
citations to substantiate these claims.

If you have any questions, please contact Melody Banks on 703 305-5413.

Product Team 10
Insecticide Branch
Registration Division (7505P)
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Fat

Unitad States Regis‘ ratlon OPP identifier Numbsr

i
% "EPA Envircnmental Protaction Agency Amandment
Washington, DC 20460 Y | Other
Application for Pesticide - Sectian |
1. CompenyiProduct Numbaer 2. EPA Product Managar 3. Propoand Classification
451-1 ; i
68 Kimberly Nesci N‘m D Restricted
4. Company/Product (Nams} IS
Deltamethrin 4% Collar PM# 13
5. Name and Addrezs of Applicant fiociude 2IP Codel 6. Expeditad Reveiw. In sccordance with FIFRA Section 3(c){3}
intervet inc. Corporaﬁon {bMil, my product is similar ar identical in composition and lsheling
56 Livingstan Avenue re:
EPA Reg. Mo.
Roseland, New Jersey 07068 0
r_\/] Chack i this s & new address Praduct Name .
Section ~ I
] Amaadmant - Exptein below, ! | Final prictad iubeln in repeanss to :

Agency lenter dated
I ’ Basubmission in rasponse to AgencyIntterdatsd . 1 ] “Ma Too" Applicatian.

i ' HoUfication - Explain balow. Other - Explain below.

Explanation: Ust sdditional pogels? if necessary. tFor ssction | end Saction IL)

NOTIFICATION OF DELTAMETHRIN 4% COLLAR PER PR NOTICE 98-10. Notification of label changed per PR Nolice 2007-4 and to make minor text
changes. This nolification I3 consistent with the guidance in PR Notice 20074 and the regqulrements of EPA's regulations at 40 CFR §158.10, 156.144,
158144, 156,144, and 158.156, No other changes have baen made to the tabeling or the Confidential Statement of Formula for Ehis produst. | anderstand that
# is a viclation of 18 LLS.C. See. 10001 to wilifully make any false and niisleading slatement 1o EPA, | fusther understand (ol if the amended 1abet is not
songistent with the requirements of 40 CFR § 156.10, 158,140, 156 144, 156 1485, and 1556.156, this product may be in violatian of FIFFA and | miay be subject
o enforcement action arkl penaities under sections 12 and 14 of FIFRA

Section - M

FEB 16 2010

1. Materls! This Product Will Ba Peckepged in:

Chitd-Resistent Packeging Unit Packaging Water Solshle Packaging 2. Type of Conteiner
| -"[I Yas El You t -! Yes Motal
Pipgtic
j No No No | Gless
, . i "Yox~ No. par H “Yoa~ No. par Papar
* c"'ﬁﬁmm must Unit Packaging wgi.  container Packags wit santeinet Other [Spacify)
be submitied i
3. Locetian of Nat Contents Informstion 4, Sirsis} Retail Containar E. {.ocation of Lebel Diractions
1 1 H .
L. Label [ | canteinar E.j
6. Manner in Which Labsl Is AHixed 1o Product JLithograph [ ] other
Pspar gited
Stencilad
_ Section - IV
1. Cantnct Paint {Complete flerns diractly belaw for identification of individusl 1o be contected. i necessary, 10 procass this spplication. )
Nama Titls }Talmhona No. {inclyde Aren Coda)
Pafricia A Sheehy, M.S, Mariager, Regulatory Affairs {BEI2) 245-3551
Certification 6. Data Application
i cartity that the statemnents | have msda on thiz form and sl sttachments thereto are frue, accurats end complate. Ruceived
¢ scknowladge that any knowiinglly fslse or risiasding staterment may ba punichable by fine or Imprisonment ot {Stampei}
bath undar spphicobla law, - .
2. .‘:‘./gwt{m 2. 3. Tide "3-3-0 Q
[ _'-’/ Manager. Regutatory Aftairs { é~
/ 5 L; = T
T‘t‘P'd Hame - 5. Date
Patricia A, Sheehy. M.S, C o 12:22:09 {acctaed 1-F-2000)
EPA Form 8%70-1 (Rev. 3-34] Prsvicus editions are obaclste. T White - EPA Flis Copy {original} Yullow - Applicart Copy
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e/n Intervet imtorvet
el . Schering-Piouegh Animat Health
Schering-Piough Animal Health 556 Morris Avenue, Re3-3ESEG

Summit, N U7901.1330 Us A
T 90R-473-3534

F 908=473-3395

wuew scherings-plosgh.oom

Amwirnsl Health

Patriciaz A Sheehy
Manaper, Regulstory Affairs

December 22, 2009 {revised January 5, 2010}

Kimberly Nesci

Registration Division (7504P)

Office of Pesticide Products

(JS. Environmentai Protection Agency
Room 5-4900, One Potomac Y ard
2777 Soarth Crvstal Drive

Arlington, VA 222024501

RE: Deltamethrin 4% Colinr (EPA Rep. No. 68451 -1}
Motification per PR Nofices 98-10 and 2807

Dear Ms. Nesci
intervet inc s providing the enclosed notification to update the label per PR Notices 98-10 and 20074,

Notification of Deltammethrin 4% Collar pee PR Natice 98-10. “This notification is consistent with the provisions of
PR Notice 98-10 and EPA regulations at 40 CFR 152.46, and no other changes have been made to the labeling or the
confidential statement of formula of this product. | understand that it is 2 violation of 18 U.8.C. Sec, {001 to
witlfully make any false statement 1o EPA. | forther understand thae if this netification is not consistent with the
terms of PR Notice 98-10 and 40 CFR 152.46, this product may be in violation of FIFRA and { may be subject to
enforcement action and penaliies under sections (2 and 14 of FIFRA”.

Notification of label chunged per PR Notice 20074 and to make minor text changes. “This nosification is consistent
with the puidance in PR Notice 2007-4 and the requirements of EPA’s regulations ot 40 CFR §136.10, 156,144,
156.144, 156.146, and 156.1 56. No other changes have been made to the labeling or the Confidential Statement of
Formuia for this product. { understand that il is a viclation of 18 LL,8.C. Sec. 1001 te willfully make any fuise and
misteading statement 1o EPA. | further understand that if the amended iabel is not consistent with the requirements
of 40 CFR § 156,10, 156.140, 156.144, 156,146, and 156,134, this prodset may be in vielation of FIFRA and | may
be subject to enforcement action and penaities under sections 12 and 14 of FIFRA™.

Please find the following documents attached in support of this notification:

1} Nosfication application form,
2) One highlighted version of the revised label, and
3) One clean version of the revised label.

if you have any questions or comments regarding this submission, please contact me at 862-245-335| or via e-mai!
at patricta sheehyE@sp. intervet. com

/Sifﬁﬂ}i)’,
IS S,
Satricia. A. Sheehy, M5,

Manager, Regulatory Affairs
eaclosures
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Deltamethrin 4% Collar “ page: 1of 4
EPA Reg. No: 68451-1 revision date: 12-22-09

DELTAMETHRIN 4% COLLAR "
FLEA & TICK COLLAR FOR DOGS NOTIFICATIO
FEB 5 wid

Alternate Brand Names:

SCALIBOR® Flea and Tick Collar for Dogs SCALIBOR® Collar with Deltamethrin
SCALIBOR® Flea & Tick Collar for Dogs SCALIBOR® Collar with 4% Deltamthrin
SCALIBOR® Dog Collar for Tlea and Tick Control SCALIBOR® Long Lasting Collar for Dogs
SCALIBOR® Dog Collar for Flea & Tick Control SCALIBOR® Full Season Collar for Dogs
SCALIBOR® Deltamethrin Collar for Dogs SCALIBOR® Collar for Dogs

SCALIBOR ® 6-Month Collar for Dogs
SCALIBOR®&: 6-Month Flea and Tick Collar for Dogs
SCALIBOR® 6-Month Flea & Tick Collar for Dogs

SCALIBOR® Six Month Collar for Dogs
SCALIBOR® Six Month Flea and Tick Collar for Dogs
SCALIBOR® Six Month Flea & Tick Collar for Dogs

ACTIVE INGREDIENT: Percentage by Weight
Deltamethrin ......coeerierve i iaeines 4.0%
INERT INGREIDIENTS i 96.0% o
Total 100.0% pecoes
CAUTION: Do Not Let Children Play With This Callar  © <
See Insert or Side Panel for additional Precautionary Statemefm;s{. 6 e e
See Back for additiona! Precautionary Statements ©* ot s
Adjustable — One Size Fits All T
EPA Reg No. 68451-1 EPA Est. No. 68451-FRA-1 NET COI\‘.'T;-_E‘;_I?JFFS: 1 Collar

NET WT. 0.9 oz
Distributed by:
Intervet fuc.

Roseland, NJ 07068

Product of France
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Deltamethrin 4% Collar page;

EPA Reg. No: 68451-1 revision date:

READ ENTIRE LABEL BEFORE EACH USE
USE ONLY ON DOGS

Deltamethrin 4% Collar provides full season, up to & months protection against {leas and ticks

PRECAUTIONARY STATEMENTS
Hazards to Humans and Domestic Animals

CAUTION:
Do not open protective pouch until ready to use. Do not let children play with this collar.

2of 4
12-22-09

Harmful it swallowed or absorbed through skin. Causes moderate eye irritation. Avoid contact with

skin, cyes, or clothing. Wash thoroughly with soap and water after handling.

Do not use on puppies under 12 wecks. Consult a veterinarian before using this product on debilitated,
aged, pregnant, medicated, or nursing animals. Sensitivities may occur after using ANY pesticide
products for pets. If signs of sensitivity oceur, remove collar and bathe your pet with mild soap and rinse

with large amounts of water. [f signs continue, consult a veterinarian immediately.

This collar is intended for use only as an insecticide generator and is not to be taken internally by man or
animals., Applying other pesticides on the dog may not be necessary while the collar 18 being wom,

FIRST AID

If swallowed | o Call poison control center or doctor immediately for treatment
advice. et
» Have person sip a glass of water if able to swallow. T

* Do not mduce vomiting unless told to do so by the poIson Goftrd]

» Remove contact lenscs, if present, after the first 3 minutes, lhcn
continue rinsing cye.
» Call a poison control center or doctor for treatment advice.

center or doctor. - e g ‘

+ Do not give anything by mouth to an unconscious person e e B
If on skin or | ¢ Take off contaminated clothing. co” « o«
clothing » Rinse skin immediately with plenty of water for 15°<20 mmlitcs

o (all a poison control center or doctor for treatment advice. cive
If in eyes « Hold eve open and rinse slowly and gently with water for 15220

minutes. =

For incidents involving HUMANS, call 1-800-680-9206

For incidents involving ANIMALS, call 1-800-548-2423
Have the product container of label with you when calling a poison control center or
| doctor, or going for treatment.
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Deltamethrin 4% Collar page: 3of 4
EPA Reg. No: 68451-1 revision date: 12-22-09

DIRECTIONS FOR USE: It is a violation of Federal law to use this product in a manner
inconsistent with its labeling.

Deltamethrin 4% Collar, containing deltamethrin insecticide, has been specially formulated using
patented insecticide-release technology. Maximum effectiveness may not occur for 2-3 weeks after
collar placement. Fleas (Ctenocephalides sp.)} on the dog will be killed and ones which are present in
the dog’s environment that may appear on your pet will be killed. Collar will also kill ticks for up to
6 months. Collar will kill ticks including Brown dog tick (Rhipicephalus sanguineus), American
dog tick (Dermacentor variabilis), and deer ticks (Ixodes scapularis and Ixodes pacificus) which
may carry the Lyme disease. This collar should be worn continuously. Reapply a new collar every 6
months.

Place the collar around dog’s neck, buckle and adjust for proper fit. Cut off approximately 2 inches
from the buckle and dispose of excess length by wrapping in newspaper and placing in trash. The
collar must be worn loosely so that two fingers may be placed between collar and dog’s neck. Living
and rest areas of pet must algo be treated with appropriate pest control measures to ensure control of
pests. Wetting will not impair the collar’s effectiveness or the pet’s protection. If the dog goes
swimming or is out in the rain, it is not necessary to remove the collar. Deltamethrin 4% Collar may
be used in addition to a lead or constraint collar. Use only one Deltamethrin 4% Collar at a time.

STORAGE AND DISPOSAL
Do not confaminate water, food, or feed by storage and disposal.

Pesticide Storage: Store this product in a cool, dry place away from children and pats.
Pesticide and Container Disposal: Do not reuse container or used collar. Dispose of in trash,

LEEE R

LEeTEg i

iMPORTANT NOTICE: DISCLAIMER ee 0

Read “IMPORTANT NOTICE: DISCLAIMER? before buving or using. [ terms are not accepiabie,. fetunnt once
unopencd. To the extent consistent with applicable law, INTERVET INC. warrants only that the preductconformsto
the chemical description on the label and is reasonably it for the purpose stated on thestatve when used i accordance
with the directionsunder normal conditions of use. This warranty does not extend to tlié {15¢ of this product contrary to
labe! instructions or under abnormal conditions, or under conditions not reasonably foreseeable to INTERVET INC.,
and user assumesthe risk of any such use, To the extentconsistent with applicable law, INTERVET.INC.MAKES NO
OTHER WARRANTY, EXPRESSED OR IMPLIED, INCLUDING ANY IMPLIED WARRANTY. ORFITNESS
FOR A PARTICULAR PURPOSE OR OF MERCHANTABRILITY. In no case shall INTERVET INC. be liabte for
consequential, special, indirect or incidental damages resulting from the use or handling of this product, The foregoing
conditions of sale and warranty can be varied only by an agreement in writing signed by a duly authorized
representative of INTERVET INC,

Part No. xxxxx Unaversal Product Code Number (Bar Code)
Product if France
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Deltamethrin 4% Collar page: 4of 4
EPA Reg. No: 68451-1 reviston date: 12-22-09

OPTTONAL/ALTERNATE LABEL TEXT

Kills Fleas and Ticks for up to 6 Months

Long lasting protection for up to 6 months

Continuous protection

Kills Ticks (ncluding deer ticks which may carry Lyme disease)

Kills Ticks {which may carry Rocky Mountain Spotted Fever)

Also kills tleas

Kills fleas

Kills ticks

SCALIBOR® protector band the long lasting, easy to use vector bormne disease protection for dogs
Patented insecticide-relcase technology

Wetting will not impair the collar’s effectivencss or the pet’s protection
Not affected by water

Water resistant

A ma
i
o
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Deltamethrin 4% Collar | page: 1of 4
EPA Reg. No: 68451-1 revision date: 11-20-09

DE_LTAMETHRIN 4% CQLLAR m@ﬂﬁﬁfﬂmﬁ
FLEA & TICK COLLAR FOR DOGS

FEB 1§
Alternate Brand Names:
SCALIBOR® Flea and Tick Collar for Dogs SCALIBOR® Collar with Deltamethrin
SCALIBOR® Flea & Tick Collar for Dogs SCALIBOR® Collar with 4% Deltamthrin
SCALIBOR® Dog Collar for Flea and Tick Control SCALIBOR® Long Lasting Collar for Dogs
SCALIBOR® Dog Collar for Flea & Tick Control SCALIBOR® Full Season Collar for Dogs
SCALIBOR® Deltamethrin Collar for Dogs SCALIBOR® Collar for Dogs
SCALIBOR ® 6-Month Collar for Dogs SCALIBOR® Protector Band for Dogs
SCALIBOR® 6-Month Flea and Tick Collar for Dogs
SCALIBOR® 6-Month Flea & Tick Collar for Dogs
SCALIBOR® Six Month Collar for Dogs
SCALIBOR® Six Month Flea and Tick Colar for Dogs
SCALIBOR® Six Month Flea & Tick Collar for Dogs
ACTIVE INGREDIENT: Percentage by Weight
Deltamethiiil v snenen, 4.0%
INERT INGREDIENTS ..coovrivvinmiienniienen. 96.0%
Total 100.0% feceic
CAUTION: Do Not Let Children Play With This Collar Ee
See Insert or Side Panel for additional Precautionary Statelﬁcr}[s, ; et
See Back for additional Precautionary Statements-« R
Adjustable — One Size Fits Al " cene
FPA Reg No. 68451-1 EPA TFst. No. 68451-FRA-1 NET CONTENTS: 1 Collar
NET WT. 0.9 oz
Distributed by:

[ntervet Inc.
Roseland, NJ 07068

Product of France
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Deltamethrin 4% Collar page: 2of 4
EPA Reg. No: 68451-1 revision date: 11-20-09

READ ENTIRE LABEL BEFORE EACH USE
USE ONLY ON DOGS

Delamethrin 4% Collar provides tull season, up to 6 months protection against tleas and ticks

PRECAUTIONARY STATEMENTS
Hazards to Humans and Domestie Animals

CAUTION:
Do not open protective pouch untif ready to use. Do not let children play with this collar.

Harmful if swaflowed or absorbed through skin. Causes moderate eve irritation. Avoid contact with
skin, eyes, or clothing. Wash thoroughly with soap and water after handling.

De not use on puppies under 12 weeks. Consult a velerinarian before using this product on debilitated,
aged, pregnant, medicated, or nursing animals. Sensitivities may ocour after using ANY pesticide
products for pets. If signs of sensitivity occur, remove collar and bathe your per with mild soap and rinse
with large amounts of water. 1f signs continue, consult a veterinarian immediately.

This collar is intended for use only as an insecticide generaior and is nof to be taken internally by man or
animals. Applying other pesticides on the dog may not be necessary while the collar is being worn.

FIRST AID

If swallowed | ¢ Call poison control center or doctor immediately for treatment
advice. .
» Have person sip a glass of water if able to swallow, <

» Do not induce vomiting unless told o do so by the poison ¢o ftmi

-
LoELLe

center or doctor. cevcn i

s Do not give anything by mouth fo an unconsomus pcrson% c Y.
If on skin or | ¢ Take off contaminaled clothing. BRI o
clothing » Rinse skin immediately with plenty of water for 45 - 20 mémnes,

s ('all a poison contro] center or doctor for trcatmenf advice. e
If in eyes ¢ [old eye open and rinse slowly and gently with water for 150220

minutes. £

i e Remove conlact lenses, if present, after the first § minutes, then
i continue rinsing eye.
; » {all a poison control center or doctor for treatment advice,
For incidents involving HUMANS, call 1-800-680-9206
For incidents involving ANIMALS, call 1-800-3548-2423
Have the product container of label with you when calling a poison countrol center or
doctor, or going for treatment.
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Deltamethrin 4% Collar page: 3of 4
EPA Reg. No: 68451-1 revision date: 11-20-09

DIRECTIONS FOR USE: Itis a violation of Federal law to use this proeduct in a manner
inconsistent with 1ts labeling.

Deltamethrin 4% Collar, containing deltamethrin insecticide, has been specially formulated using
patented insecticide-release technology. Maximum effectiveness may not occur for 2-3 weeks after
collar placement. Fleas (Ctenocephalides sp.} on the dog will be killed and ones which are present in
the dog’s environment that may appear on your pet will be killed. Collar will also kill ticks for up to
6 months. Collar will kill ticks including Brown dog tick (Rhipicephalus sanguineus), American
dog tick (Dermacentor variabilis), and deer ticks (Jxodes scapularis and Ixodes pacificus) which
may carry the Lyme disease. This cellar should be wom continuously. Reapply a new collar every 6
months.

Place the collar around dog’s neck, buckle and adjust for proper fit. Cut off approximately 2 inches
from the buckle and dispose of excess length by wrapping in newspaper and placing in trash. The
collar must be worn loosely so that two fingers may be placed between collar and dog’s neck. Living
and rest areas of pet must also be treated with appropriate pest control measures to ensure control of
pests. Wetting will not impair the collar’s effectiveness or the pet’s protection. If the dog goes
swimming or 1s out in the rain, it is not necessary to remove the collar. Deltamethrin 4% Collar may
be used in addition to a lead or constraint collar. Use only one Deltamethrin 4% Collar at a fime.

STORAGE AND DISPOSAL
Do not contaminate water, foed, or feed by storage and disposal.

Pesticide Storage: Store this product in a cool, dry place away from children and pets.
Pesticide and Container Disposal: Do not reuse container or used collar. Dispose of in trash

Q.(l.ﬁ(.

IMPORTANT NOTICE: DISCLAIMER Tt

unopened. Tothe extentcon 51ster1t with applicable law, INTERVET ENC warrants omy that the pfodur‘t conforms to
the chemical description on the label and is reasonably fit for the purpose stated on thig jabs] when used in accordance
with the directions under normal conditions of use, This warranty does not extend toté‘dse of this pmduct contrary to
label instructions or under abnormal conditions, or under conditions not reasonably foreseeable to IN I'ERVET INC.,
and user assumes the risk of any such use. To the extent consistent with applicable law, INTERVET INC MAKES NO
OTHER WARRANTY, EXPRESSED OR IMPLIED, INCLUDING ANY IMPLIED WARRAN”_TYQ OR FITNESS
FOR A PARTICULAR PURPOSE OR OF MERCHANTABILITY. In no case shall INTERVET INC. be liable for
consequential, special, indirect or incidental damages resulting from the use or handling of this product. The foregoing
conditions of sale and warranty can be varied only by an agreement in writing signed by a duly authorized
representative of INTERVET INC.

Part No. xxxxx Universal Product Code Number (Bar Code)
Product if France
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Deltamethrin 4% Collar page: 4of 4
EPA Reg. No: 68451-] revision date; 11-20-09

QPTIONAYI/ALTERNATE LABEL TEXT

Kills Fleas and Ticks for up 1o 6 Months

Long lasting protection for up to 6 months

Continuous protection

Kills Ticks (including deer ticks which may carvy Lyme disease)

Kills Ticks {which may carry Rocky Mounliain Spotted Fever)

Also kills fleas

Kills fleas

{Deltamethrin 4% Collar) (alternate brand name) may be useful for dogs susceptible to Flea Allergy Dermatitis (FAD)
{Deltamethrin 4% Collar) (alternate brand name) kills fleas that may cause Flea Allergy Dermatitis (FAD)
{Deltamethrin 4% Collar) (alternate brand name) kills fleas that may cause anemia.

{Deltamethrin 4% Collar} (aliernate brand name) kills fleas that may cause bartonellosis.

{Deltamethyin 4% Collar) (alternate brand name) kills fleas that may transmit tapeworms,

The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder known as flea allergy dermatif
(FAD). (Deltamethrin 4% Collar) {alternate brand name kills fleas and may reduce the incidence of FAD

Kills ticks
{Deltamethrin 4% Collar) (alternate brand name) kills ticks that may cause babesiosis. e
{Deltamethrin 4%% Collar) (alternate brand name) kills fleas that may cause anaplasmaosis. P

H 4 Z
4 (A
SCALIBOR® Protecior Band the long lasting, easy (o use vector borne disease protzetionfor dogs «
% 2 Le [
{Deltamethrin 4% Collar) (alternate brand name) the long lasting, easy to use vector Samg disesse protection for dogs
LAE A < £
{Deltamethrin 4% Collar) (alternate brand name) the long lasting collar easy to use vegter bomne diseate protection for
dOgS TE gL *-

(SRR 254
¢ &

Patented insecticide-release technology reeE

13 £
[

ii5z

Wetting will not impair the coliar’s effectiveness or the pet’s profection
Not affected by water

Water resistant
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le’onm:'r. Lot 1]

Unifed States

Environmental Protection Agency

Weshingtorn, DC 20480

Fo rove ) [4] i 28
Registration OPF Idontifier Numbar
Amendmant

v | Other

Application for Pesticide - Section |

1. Company/Product Numbar 2, BEPA Product Maneger 3. Proposed Classificetion
884511 i i
Kimberly Nesci v ’ None ]—- Rastricted
4. Compeny/Product {Nama} Frld
Dettamethiin 4% Coliar PM#13

5. Noma and Addeass of Applicent frciueds ZIP Covel

Intervet Ing. Corporation

56 Livingston Avenue
Roseland, New Jersey

E Check if this /s

07068

& new 8ddress

o

Product

8. Expadited Revaiw,
b}, my product is simifar or identical in composition and labeling

EPA Reg. No.

In accordancs with FIFRA Secrion 3{c){3}

Name

Section - ||

D Ameandruint - Expiein balow.

’ Rasulnniasion in response to Agency letter deted = D
! v ’ Other - Explain balow,

E ' Notifiention - Explein balow.

Finsl priniad [sbals in rapsonze to

A

“Me Too" Application.

gancy tatter dared

NOTIFIC
FEB 16 200

Exgianation: Use sadgitional pageis) if nacessary. (For zaction | apd Section B}

NOTIFICATION OF DELTAMETHRIN 4% COLLAR PER PR NOTICE §8-10, Nofificafion of label changed per PR Notice 20074 and 1o make minor laxt
changes, This natilfication {8 consisient with the guidance in PR Notice 2007.4 and tha requirements of ERPA’s reguilations at 40 CFR §156.10, 156,146,
156,144, 156,146, antt 158.156. No olher changes have been made (o the labelirg or the Confidential Staternent of Formuda for this product. | understand that
itis a violation of 18 H.5.C. Sec. 10001 to wilifully make any false and misleading statemant to EPA. | further undserstand that i the amenised fabel is not
soasstend with the requirements of 40 CFR § 156.10, 15€.140, 156.144, 155,146, and 166.15E, this product may be in violation of FIFRA and ! may ba subject

10 anforcement action and penaliies under sections 12 and 14 of FIFRA

Sactian - Hi

1, Matarisl Thie Product Wil e Pacikaged in:

Child-Ragistant Packeging

SR

No

! Unit Packeging

Yoy
Mo

B

Water Soluble Packaging

2. Tyna of Containes
Matel

Plagtic

Giess

* Certification must
be aubmitied

K "Yas"
Unit Packaging wgt.

- Yasx
No
No. psr H "Your"
containar Packege wgt

Papar

No. per
Cthar {Spacify}

containar

3. Lozation of fet Contanta infarmation

l_; Container

1 H
L . Lebs

4. Sizelal Retail Cantainar

5. Locetion of Labat Divactions

_—

6. Mannear in Which Labal ie Affixed to Product { I Lithograph

und

Papar
Hed

Sta,

U Qther

Section - IV

1. Cornitact Point [Complete iterns dirvetly below for idantification of individualt to ba

rY, 10 process thix application.}

ted, if o

Nane
Patnicia A. Sheehy, M.5.

Pds

Manager, Regulatory Affairs

Talaphone Mo, {Inciuda Area Codal
{862} 245-2551

| cartify thet the statamants | have mada on this form and all ettachenants therete ars tius, accurate snd complets,
! acknowiadge that any knowlinglly Talas or mislaading statement mey be punishable by fins or imprisonment or

both umfsr applicsble taw .

Certitication

E. Dawe Application
Racaived

(Stamped)

2 Signjﬁ'/

25%—://

3. Tide

Manager. Regulatory Aflairs

{A-A3-04

-d’f‘rypad Kame
Patricia A. Sheehy, M.S.

5. Date

12-22:09 (acvtaed -7 -20i0)

EPA Form B570-1 (Rav. 3-84] Pravious editions ars cbsolate,

White - EPA Flle Copy {original| Yallow - Apo¥cartt Copy
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ofp Intervet et

p 4 Schering-Plough Animal Health
Schering-Plough Animal Health 536 Morris Avenue, R-3-351G

Summiit, N 07U - 1330 UsA
T 905-473-355¢

F 90E-473-3395

www schering-plough.com

A Heallh

Falricia A, Sheehy
Mapager. Regulatory Aflairs

December 22, 2009 {revised Jasuwary 5, 2010)

Kimberly Nesci

Registration Division (7504P)

Office of Pesticide Products

US. Environmental Protection Agency
Room 54900, One Potomac Yard
2777 Sauth Crystal Drive

Arlington, VA 22202-4501

RE; Deltamethrin 4% Collar {EPA Reg. No. 88451 -1)
Notification per PR Notices #8-10 and 20074

Dear Ms. Nesch:
Intervet Inc is providing the enclosed natification to update the label per PR Notices 98-1¢ and 20074,

Notification of Deltamethrin 4% Collar per PR Motice 98-10. *This notification is consistent with the provisians of
PR Notice 98-10 and EPA regulations at 40 CFR 152.46, and no other changes have been made to the labeling or the
confidential statement of formula of this product. | understand that it is a violation of 18 U.S.C. Sec. 1001 to
wiltfuily make any false statement to EPA, { further understand that if this natification is not consisteny with the
terms of PR Natice 98-10 and 40 CFR 152,46, this product may be in viclstion of FIFRA and | may be subject to
enforcement action and penalties under sections 12 and 14 of FIFRA™,

Natification of label changed per PR Notice 20074 and (o make minor text changes. “This notification is consistent
with the puidance in PR Notice 2007-4 and the requirements of EPA’s repulations at 40 CFR §136.10, 156,140,
156,144, [56.146, and 156.156. No other changes have been made to the labeling or the Confidentizl Statement of
Formula for this product. | understand that it is a viclation of 18 U.5.C. See. 10001 to willfully make any faise and
misleading staiement to EPA. | further understand that if the amended label is not consistent with the requirements
of 40 CFR § 136.}0, 156.140, 156,144, 156.146, and [56.156, this product may be int violation of FIFR A and | may
be subject to anforcement action and penalties under sections 12 2nd 14 of FIFRA™.

Please find the following documents attached in suppon of this notification:

1) Motification application fore,
2} One highlighted versian of the revised label, and
3) Une clean version of the revised label.

If vou have aay guestions or comments regarding this submission, please contact me at $62.245-3551 or via e-mait
at patricia.sheghy (@ sp.intervet.com

,S;nssgeiy,
IS i
Patricia. A. Sheehy, M5,
Manager, Regulatory Affairs
enclosures
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Deitamethrin 4% Collar - ' page: 1laf 4
EPA Reg. No; 68451-1 revision date: 12-22-09

DELTAMETHRIN 4% COLLAR

FLEA & TICK COLLAR FOR DOGS Nﬁvﬁm@a’ﬁ@?@
Alternate Brand Names: it u cwd
SCALIBOR® Flea and Tick Cellar for Dogs SCALIBOR® Collar with Deltamethrin
SCALIBOR® Flea & Tick Collar for Dogs SCALIBOR® Collar with 4% Dehamthrin
SCALIBCOR® Dog Collar for Flea and Tick Control SCALIBOR® Long Lasting Collar for Dogs
SCALIBOR® Dog Collar for Flea & Tick Control SCALIBOR® Full Season Collar for Dogs
SCALIBOR® Deltamethrin Collar for Dogs SCALIBOR® Collar for Dogs

SCALIBOR ® 6-Month Collar for Dogs
SCALIBOR® 6-Month I'lea and Tick Collar for Dogs
SCALIBOR® 6-Month I'lea & Tick Collar for Dogs

SCALIBOR® Six Month Collar for Dogs
SCALIBOR® Six Month Flea and Tick Collar for Dogs
SCALIBOR® Six Month Flea & Tick Collar for Dogs

ACTIVE INGREDIENT: Percentage by Weight
Deltamethrin oo +4.0%
INFRT INGREDIENTS oo 96.0%
Total 100.0%

CAUTION: Do Not Let Children Play With This Collar

See Insert or Side Panel for additional Precautionary Statements fieefs
See Back lor additional Precautionary Statements .
Adjustable — One Size Fits All rescss
LPA Reg No. 68431-1 [IPA Est. No., 68451-FRA-1 NEFCONTENTS: 1 Collar
oo NET WHER D 07
Distributed by e

fntervet Ine. e,

Roseland. N 47068

Product ol France
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Deltamethrin 4% Collar page:

EPA Reg. No: 68451-] revision date:

READ ENTIRE LABEL BEFORE EACH USE
USE ONLY ON DOGS

Deltamethrin 4% Collar provides full season. up to 6 months protection against fleas and ticks

PRECAUTIONARY STATEMENTS
Harards to Humans and Domestic Animals

CAUTION:
Do not open protective pauch until ready to use. Do not let children play with this collar,

Harmful if swallowed or absorbed through skin. Causes moderate eye irritation. Avoid contact
skin, eyes, or clothing. Wash thoroughly with soap and water after handling.

2of
12-22

with

-
I

Do not use on puppies under 12 weeks, Consult « veterinarian betore using this product on debilitated,

aged. pregnant, medicated, or nursing aginials. Sensitivities may occur afler using ANY pestici

de

09

products for pets. If signs of sensitivity oceur, remove collar and bathe your pet with mild soap and rinse

with large amounts of water. If signs continue, consult a veterinarian immediately,

This collar is intended for use only as an insecticide generator and is not to be taken internally by man or

animals. Applying other pesticides on the dog may not be necessary while the collar is being w

FOTH.

FIRST AID

If swallowed | o Call poison control center or doctor immeediately for treatment
advice.

o Have person sip a glass of water it able to swallow.

o Do not induce vomiting unless told to do so by the poison control
center or doctor.

. ¢ Do not give anything by mouth to an unconscious person. -«

If on skin or ¢ Take off contaminated clothing. )

For incidents involving ANIMALS. call 1-800-548-2423
[tave the product container of label with vou when calling « poison contral center or
doctor, or going tor treatment.

111

clothing s Rinse skin Immediately with plenty of water for 15 - 20 minfes:
. » Call a poison conivel center or doctor for treatinprrisudvice. ¢

[fin eves » Hold eve open and rinse stowly and gently with \\atur Io: [ —~;‘{3f~
; minues, ce L :
- ® Remove vontact fenses, 1 present, afler the Hrst f”{‘illUECb {Ilm o Z
continue rinsing eve. Berer . E
~» Call a poison control center or ductor for treaiment adyvice. “ever ‘

For tucilents involv my HUMANS. call 1-800-680-9206 T
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Deltamethrin 4% Collar page: 3 of
EPA Reg. No: 63451-1 revision date: 12.22-

DIRECTIONS FOR USE: [t is a violation of Federal law to use this product in a manner
inconsistent with its labeling.

Deltamethrin 4% Collar, contaming delitamethrin insecticide, has been specially formulated using
patented insecticide-release technology. Maximum cffectiveness may not oceur for 2-3 weeks after
collar placement. Fleas (Crenocephalides sp.) on the dog wiil be killed and ones which are present in
the dog’s environment that may appear on your pet will be killed. Collar will also kil deks for up to
6 months, Collar will kill ticks inciuding Brown dog tick (RAipicephalus songuinens), American
dog tick (Dermacentor variabilis), and deer ticks ({xodes scaptdaris and Ixodes pacificus) which
may cany the Lyme disease. This coliar should be wormn continuously. Reapply a new collar every 6
manths.

Place the collar around dog’s neck, buckle and adjust for proper fit. Cut off approximately 2 inches
from the buckle and dispose of excess length by wrapping in newspaper and placing i trash. The
collar must be warn leosely so that two fingers may be placed between collar and dog’s neck Living
and rest areas of pet must also be treated with appropriate pest control measures to ensure control of
pests. Wetting will not impair the collar’s etfectiveness or the pet’s protection. [fthe dog goes
swimming or is cut in the rain, it is not necessary to remove the collar. Deltamethuin 4% Collar may
he used in addition to a lead or constraint collar. Use only one Deltamethrin 4% Collar at a time.

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage and disposat.

Pesticide Storage: Store {his product in a cool, dry place away from children and pets.
Pesticide and Container Disposal: Do not reuse container or used ¢ollar. Dispose of in trash.,

IMPORTANT NOTICE: DISCLAIMER
Read "IMPORTANT NOTICE: DISCLAIMER before buying or using. 1f lenuis are not 'n.c.epfulg geturmt onge
unopened. To the extent consistentwith applicable law, INTERVET ING. w arrantsonly thatthe Pt oduct conformsto
the chemical description on the Jabel and is reasonably fu for the purpose stated on the label when rwJ |Jr'u,corelam.:.
w ith the directions under nommal conditionsof use, Thiswarranty does notexiend to tha ysgpfthis ploduct contrary o
lubel instructions ov under abnarmal conditions, or under conditions not reasoinbly lotesceanle to Y hRH TINC.
and userassumesihe risk of any such use. To the extent consistent with applicable law, BERERVET ENCAMAKES NO
GUHER WARRANTY. EXPRESSED OR IMPLIED. INCLUDING ANY IMPLIED WoARR. ANTYOREFINESS
FOR A PARTICULAR PURPQSE OR OF MERCHANTABILITY. In no cuseshall I.\ ¥ f‘{i LT }\C be liable for
consequential special, indirector incidentalklamages resulting front the use or b uullmmr this pmnlmt The foreeoing
conditions ot sale and warranty can be varied onfy by an agreement in writing signed by § ol suthorized

representative of INTERVETINC, © e
LR SR
Part No, xxxsx Universal Product Code Number ¢ Bar Code)

Product if Franee
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=S Deltamethrin 4% Collar page: +of 4
z ' EPA Reg. No: 68451-] revision date: 12-22-09

OPTIONAL/ALTERNATE LABEYL TEXT

Kiils Fleas and Ticks for up to 6 Months

Long lasting protection for up to 6 months

Continuous protection

Kills Ticks (including deer ticks which may carry Lyme disecse)

Kiiis Ticks (which may carry Rocky Mountain Spotted Fever)

Also kills fleas

Kills fleas

Kilis ticks

SCALIBOR® protector band the long lasting, easy to use vector borne disease protection for dogs
Patented insecticide-relcase technology

Wetting will not impair the colfar’s effectiveness or the pet’s protection
Not affected by water

Water rasistant
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Deltamethrin 4% Collar page: 1of 4
EPA Reg. No: 68451-1 revision date: 11-20-09

DELTAMETHRIN 4% COLLAR
FLEA & TICK COLLAR FOR DOGS  NOTIFICATION

Alternate Brand Names: FEB V6 2010
SCALIBOR® Flea and Tick Coilar for Dogs SCALIBOR® Cellar with Deltamethrin
SCALIBOR® Flea & Tick Collar for Dogs SCALIBOR® Cellar with 4% Deltamthrin
SCALIBOR® Dog Collar for Fiea and Tick Control SCALIBOR® Long Lasting Collar for Dogs
SCALIBOR® Dog Collar for Flea & Tick Control SCALIBOR® Full Season Collar for Dogs
SCALIBOR® Deltamethrin Collar for Dogs SCALIBOR® Collar for Dogs

SCALIBOR ® 6-Month Collar for Dogs SCALIBOR® Protector Band for Dogs

SCALIBOR® 6-Month Flea and Tick Collar for Dogs
SCAILIBOR® 6-Month Flea & Tick Collar for Dogs

SCALIBOR® Six Month Collar for Dogs
SCALIBOR® Six Month Flea and Tick Collar for Dogs
SCALIBOR® Six Month Flea & Tick Collar for Dogs

ACTIVE INGREDIENT: Percentage by Weight
Deltamethrin .oo.ocoeveveriiieeereiveeeeies 4.0%

INERT INGREDIENTS ...ccocoiiviriiiccrnn 96.0%

Total 100.0%

CAUTION: Do Not Let Children Play With This Cellar

See Insert or Side Panel for additional Precautionary Statements

See Back for additional Precautionary Statements e e
Adjustable — One Size Fits All a IR co ) ‘.
EPA Reg No. 68451-1 EPA Est. No. 68451-FRA-!  NET CONTENTS: 1 Collar
< . NET WT.0.90z
Distributed by: e )
Intervet Inc. €t

Roseland, NJ 07068

Product of France
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Deltamethrin 4% Collar page: Zof 4
EPA Reg. No: 68451-1 revision date: 11-20-09

READ ENTIRE LABEL BEFORE EACH USE
USE ONLY ON DOGS

Deltamethrin 4% Collar provides full season, up to 6 months protection against fleas and ticks

PRECAUTIONARY STATEMENTS
Hazards to Humans and Domestic Apimals

CAUTION:
Do not open protective pouch until ready to use. Do not let children play with this collar.

Harmful if swallowed or absorbed through skin. Causes moderate eye frritation. Avoid contact with
skin, eves, or clothing. Wash thoroughly with soap and water after handling,

Do not use on puppies under 12 weeks. Counsult a veterinarian before using this product on debilitated,
aged, pregnant, medicated, or nursing animals. Sensitivities may occur afier using ANY pesticide
products for pets. If signs of sensitivity occur, remove collar and bathe your pet with mild soap and rinse
with large amounts of water. If signs continue, consult a veterinarian immediately,

This collar 1s intended for use only as an insecticide generator and is not to be taken internally by man or
animals. Applying other pesticides on the dog may not he necessary while the cellar is being worn.

FIRST AID
If swallowed | o Call poison controf center or doctor immediately for treatment
advice,
« Have person sip a glass of water if able {o swallow,
= Do not induce vomiting unless told to do so by the poison control
center or doctor.
» Do not give anything by mouth to an unconscious person.ce<e<«
If on skin or |  Take off contaminated clothing. we v
clothing ¢ Rinse skin immcdiately with plenty of water for 15 — 20 :nmutes
+ Call a poison control center or doctor for treatn, len: advice. . .
If in eyes » [{old eye open and rinse slowly and gently mthfwa;e; for | ‘3 ~53 0
mminutes. ". Ll
¢ Remove contact lenses, if present, after the ﬁrst S m'nu.tes then
continue rinsing eye. LEREL
e Call a poison control center or doctor for treatment advice. .

A I

For incidents involving HUMANS, call 1-800-68(0-9206 e
For incidents involving ANIMALS, call 1-800-548-2423
Have the product container of label with you when calling a poison control center or
doctor, or going for treatment.
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Deltamethirin 4% Collar page: 3of 4
EPA Reg. No: 68451-1 revision date: 11-20-09

DIRECTIONS FOR USE: It is a violation of Federal law to use this product in a manner
inconsistent with its fabeling.

Deltamethirin 4% Collar, containing deltamethrin insecticide, has been specially formulated using
patented insecticide-release technology, Maximum effectiveness may not occur for 2-3 weeks after
collar placement. Fleas (Ctenocephalides sp.) on the dog will be killed and ones which are present in
the dog’s environment that may appear on your pet will be killed. Collar will also kill ticks for up to
6 months. Collar will kill ticks including Brown dog tick (Rhipicephalus sanguineus), American
dog tick (Dermacentor variabilis), and deer ticks (Jxodes scapuiaris and Ixodes pacificus) which
may carry the Lymg disease. This collar should be worn continnously. Reapply a new collar every 6
months.

Place the collar around dog’s neck, buckle and adjust for proper fit. Cut off approximately 2 inches
from the buckle and disposc of excess length by wrapping in newspaper and placing in trash, The
collar must be worn loosely so that two fingers may be placed berween collar and dog’s neck. Living
and rest arcas of pet must also be treated with appropriate pest control measures to ensure controf of
pests., Wetting will not impair the collar’s effeciiveness or the pet’s protection. [f the dog goes
swimming or is out in the rain, it is not necessary to remove the collar. Deltamethrin 4% Collar may
be used in addition to a lead or constraint collar. Use only one Deltamethrin 4% Collar at a time,

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage and disposal.

Pesticide Storage: Store this product in a cool, dry place away from chitdren and pets.
Pesticide and Container Disposal: Do not reuse container or used collar. Dispose of in trash.

IMPORTANT NOTICE: DISCLAIMER

Read “IMPORTANT NOTICE: DISCLAIMER” before buying or using. 1f terms are not abcegrdbfe feturn at once
unopened. To the extent consistent with applicable law, INTERVET INC. warrants only that the product conforms to
the chemical description on the {abel and is reasonably fit for the purpose stated on the label wher: usé4 in accordance
with the directions under narmal conditions of use. This warranty does not extend tofig 215 of this producf contrary to
label instructions or under abnormal conditions. or under conditions not reasonably foresecable to WITERVETINC.,
and user assumes the risk of any such use. To the extent consistent with applicable faw, I\!”J ERVET.INC.MAKES NO
OTHER WARRANTY, EXPRESSED OR IMPLIED, INCLUDING ANY IMPLIER: WJ\RRAI\TY&)R FITNESS
FOR A PARTICULAR PURPOSE OR OF MERCHANTABILITY. Inno case shaltINTERVET INC, be liable for
consequential, special, indirect or imncidental damages resulting from the use or handling o this produa “The foregoing
conditions of sale and warranty can be varied only by an agreement in writing signed by a du!y authorized
representative of INTERVET INC, e

Part No. xxxxx Universal Product Code Number (Bar Code}
Product if I'rance
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Deltamethrin 4% Collar page: 4dof 4
EPA Reg. No: 68451-1 revision date; 11-20-09

OPTIONAL/ALTERNATE LABEL TEXT

Kills Fleas and Ticks for up o 6 Months

Long lasting protection for up to 6 months

Continuous protection

Kills Ticks (including deer ticks which may carry Lyme disease)

Kills Ticks {(which may carry Rocky Mountain Spotted Fever)

Also kills fleas

Kills fleas

{Deltamethrin 4% Coliar) (alternate brand name) may be useful for dogs susceptible to Flea Allergy Dermatitis (FAID}
{Deliamethrin 4% Collar) {alternate brand pame} kills fleas that may cause Flea Allergy Dermatitis (FAD)
(Dehtameihrin 4% Collar) {alternate brand name) kills fleas that may cause anemia.

{Deltamethrin 4% Collar) (alternate brand name) kills fleas that may cause bartonellosis,

{Delamethrin 4% Collar) (alternate brand name) kills fleas that may transmit {apeworms.

The successive feeding activity of fleas on dogs may elicit a hypersensitivity skin disorder known as flea allergy dermatit
(FAD). {Deltamethrin 4% Collar) (alternate brand name Kills fleas and may reduce the incidence of FAD

K.ills ticks

{Deltamethrin 4% Collar) {alternate brand name) kills ficks that may cause babesiosis.
(Deltamethrin 4% Collar) (aliernate brand name) kills fleas that may cause anaplasmosis.
SCALIBOR® Protector Band the long lasiing, easy to use vector bome disease profection for dogs

£

{Deltamethrin 4% Collar} (aliernate brand name) the long lasting, easy to use vector borne disesi:sg;;ri;iection for dogs

E=R

(Deliamethrin 4% Collar) (alternate brand name) the long lasting collar easy to use vecior bo:'nef"'dic's&ﬁge protection for

dogs Z B .
Patented insecticide-release technotogy AR ) R :
o d
Wetting will not impair the collar’s effectiveness or the pet’s protection e -
Not affected by water
Water resisiant : ol t
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